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Trm^r, isrrer 3frr f^rnJT 

{ mnciT «t>i P^hmi) 

fc#, 2 2005 

W.^T.f^. 351( 3T).—WPK 3fN *TN 6M<f> 3rf&pPR, 1976 ( 1976 ^ 
60) STM 83 INI 5R?T ^lRxt4) ^ 3lt? Wf 

(WIN^RraH, 1987 3*1 3flT ^NTtEH 3N% «f> fcN Pl"ll«Rad R^H $. 3 NI^l : " 

1. (i) RRPri 3 >t ofN rn RH 3 > (*mJN®T)(tfNNi) wfrtrr R«h, 2005 

t 1 . . 

(2) 4 ^ium 3 ^333* srerreH eft Rrfra 3 *J3> # 3N*ft far 3 * 3wrih *n $*3 jpurar 

1 

2. 313 sfN *rm (ni£ii'<' , i) R33, 1987 *r, — 

(cf>) “ src 3ik 313 3H3> (7nyRm) f^m nft anj^l 3>I a^s»>*iPi<hi ” 3fW 3* 3?#i 

« ans^t 3rjq^” *r nftfe “ wi VIII m wft wdl 

itocp 7ra)cm jfNWW cj> wi 37 “ *nn VIII • w % 3ri?ra>m> 3if^3* ^ew^ H,4ch 
ifr aft? jp VIII ® % aRtoiw WEnfora <33313 hw tfs ” 3i3:wf?t3 ^ 

333ft 1 

(g) “an^t arjTjft ” if wn VIII RnfaRad WfcWiflta ^5, 

33«rtci :- 


1699 GI/2005 
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RRk?T R •ff f T ^Rl4 loW^Rl^ ^ fcTTj 

f^qT^r wfr, wJ^tcrtt 3fk *p?M cran TrrRpft ^stt 3?%pY 
crarr 3 t^t apprhR <£ fern fsrRrar ^ ’Tf t l wwq qfr 
R-q>'Hl'Wi4ic\:Y c£ ^nnw ^w^ff gi «n^ R ift ^ iff t, 

f^P#', ^ wR fe 3R5 (cuff) qR Wfe tf. Sfqfe- (aTT^fRrm) 

^RRTef (w fe?) $ WT £ Rf? p $m ffet utlcTT 

t I cPE cpi SRPr HHc| ^ RfYfa 3TTTPT W iffftcf q# 

t (#£ sfF3j) Rffafe ^ Sf^TTR <t?R 3ih 

(^fRi'n) qfcrfe 3lk R;W) efTcY R^-p J -hY-RhY 41 d.■? titRicT t, fet, 

qrlY)cep)>+> eqRraY W qclT cTPPY 3#? cjRj R ^raj 'R ^ 3Rj 

HfTcpf zn ^aferfa efr ^TSX ffer vfRTT t I 

^TfC : TRY qY TTT&T ^J3R effep cf5J ^-rhld farin' WRI | 

mfeETTfeas g u gi A ' cft 

(1) *=fe 

^ (Cuff) W ^fTT ffen t feR: *rff Weft t | 

(2) W5 few ^ ^R (fee) 

TTF qR ^PPfRf q u iidl R cjTclT ^T«f i? | 

( 3 ) mm (cuff) 

■q? R’frnferRfrc^ m\ fferr t Rk-i 4 qcp «$;gq sfk qcp 3 tr#h 
C^q) Flcft t, feY fe»fr qff WTu^ zn un'Tf q? effe UTTciT t I 




[ MFTII—3(i)] __ 

(4) t &3 tore (rpt) 

^toh (tflro f%cR) i> f^feicR i> ljI>ihtotot 
EFFftq «eB3 t*R TOT ^dH TOTO I 

Tfte : TOT^fctTO 9TOTf $ TORTO B^T tot tot TOTO (Cuff) 

gRT fcR ^cR TO TOTT WRT Rftrj | 

( 5 ) tttkt (mean) qrofk 7W Wf (ror) 

tor tot top ^ top w tot fro tor ^ top 3Tc# ^ tot 

TO TOR TOTOPPT TOT TOT | 

TOk : TOTO^fcITO TOTRf ^ TOTTOT ^¥I^W (cuff) TORT fTO TOR 
TO TO TORT tnft? I 

(6) ’tf’T fstfSw RTxRR TOR 

ub sR^raf tot (wro f^r) ftror erckRf $ wr br to totTst 

¥R BTcrr t I 

(7) 5 *$faro f$ree*r 

BTOf TO>ft «l4V^cf cfSJT TOTO-ftTOTTO filTOt TOTftTO BtcT f TOTO 
(cuff), cT^ftfJT, TO^TTOf. TOR, £RTBJJ7R TOR TO | 

(8) ^fk (OTScfk) 

TOB efr TOM eRT TOP TO BB %TOTT BlTOT t TOT TOfRrof TOT 

:<Ple1lRTOTO (TOTORRTO) BlcfT t I 

(9) ftTOR^Wfe? 

7TB T(TOT BTO t fuTTOTOT S'tthld TOTOftTO RTOBR ^ TOT-Bto 1%R 
TOR c£ fcR kRT TORT t I 
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(10) htt 51* (iift) 

Ri'tc^fccir ^ qq errpflTl WRM 

q>T srfSjqTcR TfPT | 

^ : -ScrrtfrRP Wcff c£ cfFFT ^ FR <m (cuff) 3 FT fqn W 
tR FRI 'jTFIT r||ffU> I 

(11) *l<fiRq*Cl 

■q? qq? ^TTT R-Vql^q^o: # fuRTRf F3T tR pipT qjq? gRj 
3TT€fRqcT wr q> ^ft-^Rr W ^ toTT? qqf$ TIT 
#=Trtfe^ 3FFTT 3T^T ^ *iq»P|cM t^FI TFT 1 %TTT PTRIT 

(12) qrR-wqufk fafZr 

^ ^ ^ d<pq)4> t fTTT 3TcR^ ETtpff (an^fr) qg 

(3TT^TT) ^ sfft-efft ^ egRraf (Rf$ 

'ct5)'elccMH> STftrff qrfT vJTmr t) Tfft Rlfft t I sq^Rlf qq IJcFR 
?faT Rl^fa* W qiq 3 tR? qq Wf^J ^ TK-dfaq) W 
ff^rcT qTTcTT t. I 13 cpf 71 q>q 3TFJ cfc qcsff if "[< 4 " (spgRj _ 
q^tqteqfftp sgRrzff qq qtaq W) B^gg^T fFtt | 

(13) ikvhH srfgg 

WT £ qt^FT ^tfcp Rr^t ^ faq'Rrq $ Rpr cfRcr! 

(14) tfe TTqvjfei qlW 

"^■fegr R-K-ch c^r ej vjfi (^fcff) qqqfRs cfF^ fcTTJ cffecl | 

(15) &R 7 trfaqr 


hfft qff qqlckir git tfi ^ fpft h^Rfh cpp snrrrfr ^ 
qf 1 
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3. ifel *lft Art 2BT Rq<«i 

RFFFtfrMFR Ft tjct ft# tjf> w (cuff) #r #fr Ft?r t, fi# 
#ft # fr^ fr rt#t w?n t, sftR #fr 3 ftf r) fft #t p 

■^Tef Mcol’) aflR 'MCI') F5T w FF (^J3TcT R-K-C8) ecl-SR % dlC0lfc1<f> 

fr # wt aik F?rft Ft rttff Ft?t I 1 


*lc$Pt<t5cH 



FFT # FT 7 ) F# FTFT eTTRT 


3HcHRi|<H RFFFTF F> fR[ S^RfF FTFF F> tcR FT Ft FF# FT #t 


#tRfFF tFt'ffcR FT fifTR ®FF FTtt FFoRfFTeT FIFF FF FR^FTRT f^FT 


T3TTFT t | 


Ffe : fF FFt Ft ft# Ftct t :- tFttteR, FTF>, ^FcTRR Ft fcR 
FToF (3TFFR FF 3# tRfF FFvTRF FTRF FF> RfTF Ftct t), fF 
FR FT F#J£tFFtRlF>RT FF #R FT^FRTF F# (hoses) I FTF 
RrFFF ^ fcR FF FFf ^ F#Fgt-'ki)RM,d ft# ^t eFTR RT 
RTFRf t I 

4. smisr aft ggrnfe fi 

RFFFTF # FT Ft Rf# FTRTRRT (kPa) t FT # (FF^t) Ft RfrMfR 
(mmHg) t Ff# #FT FTTFFT I 

5. snF-FSffii <Wtft n^mj 

(l) F5FT FTF *T4 »cH 3lR|cbdM 3T#F ^ISfT 

(i) Fftt# RericPTf 3 

15° Rf. ^ 25*5 4 F>t fR#) FTFFTF RftFT 3# 20% Rf 
85% Ft RTFtST Fit (3TTFFT) RfTFT Ft #F fF#f RtRiFT 
FFT# if, F# p 3# F# p FTF. #ft efr feTF Ft, RFfRT 
# ft# *ft Rf^ FR FTF? FTF Ft TTFFF Ft feR, 3TRlFTFF 
Spjl# ^ft # RftFT FF# iff? FR^FTeT Rp RT Rio 
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^ ft ± 0.4 kPa (± 3mm Hg) 3ft? 

* 7 # fo Rftftftrftteft c£ wti ft + o.5 

kPa (± 4mm Hg) Ffftt | 

W ’T%RT 3PpR 'q>' ft?T ^ 3FJ?TR RfRT ^fTWI 
(ii) WRU| gft fkrfrftf ft 

24 ftft f?R -20° ft> cntPTFT q? 3ft? 24 tfft .$ ftpr 70 o 

^ W ^ 85% (ftPT-<pftftpr) ^8T 3TPRT q? 

i T tr ^RTT $ efK R-q> 4 *il*)ftiftic'<: ft RrqqR?r qRT 5 (i) 

(i) ft ^rarrf^PilX^ arf^cR argftq ^ Ffftr 

WT%tt 1 

^taTR 3Pp«T V ^ k 3 ^ 3PJ?n? fcpZjT vjfRT j 

(iii) I? cTTWq qft RaftcPft 3 10° ft. ft 40° ft. ft 

HmPT ftftlT 3ft? 85% (ftR-?pftRpT) ?pftST 3TR7TT 

^ f?R, R'Rfttftftftte? ft cpip qyq ftftrre ft + 0.4 kPa (± 

3mm Hg) ft 3Tfspp 3[ft? ^ ^ | 

arjftq ft' ^2'^ 3TfPR fft^TT ppppiT | 

cTCFssfteD oi^arnj 

(1) ftp (cuff) aft? sfts? ft Tim ft crasftteft 

^ ft ^ ftte? Bftn ftfoj 1 qkRr ffti? unft ftft m> 

^ fePJ, RfWcii ftf, ftdR ftPTvjft ft ( g?rftt ?TftTj; q5?ft qq 
rTfrcPT «lc1HI ftf£? | 

ftfe : ftte? cfTT ?WT 3TftT? q? FfcTT f fftaftt qqp ePTT? 

^nft Flft Wq ft qeq fftj q? ft ftft ft 4 qo/ 0 ft 
FT 3ft? Wftt cPTT^ cptp ePTP? Wft ftft ?«|PT ft qeq 


V I- I ' H ! I I 


!■!' ip'H 


• 1 - m • i 


< WtHI'i 


[^nn—1^3(1)] 
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tR 6fi^ <jt <ft gjTT Tt <JR 80% ?TT ^W7 ft 100% eft «RPR 
ft I 3TFFR WT ?t% 3 WT eftt qft?£gd! SRTf^T ft ^FFeft 

t I 

(2) S^is*. ftree*T ifr 4 dflMIfld SP^ntf 

(i) f3T M fatR 

^R 3 ft^ ^TTefr r>Klcie 0.5 KPa/min (4mm Hg/min.) it 

srffcnF ^t #ft xrrftT? i ^taT°T appra '?>' gt ^t-4 3 

TOMffld f^IT vffTtJlni 

00 m 3 f*Rpre ^t 

fT^T ^ f^T ^/f^TcPt ^ fl^fFT ^Tc^T 3 0.3 kPa/ 
s ^ 0.4 kPa/s (2mm Hg/s ^t 3mm Hg/s) cPF eft 4Woli!M 
^ 'iHHI-Sj'lvrlH (TJ^vJR^fe) Hftt SPRTT #tt | 

fPT ^ feb^ 'jfl’t 4lel 'il L rc)?i*i cftecT 3TRTpft fR 

pprf (values) 3 t apprrc wqtftff ft vipt xrrf%t[ i 

3Tc^r *ft TT^tarcT apprer 'W $> fcT-5 $ 3pprrc 

f^fT TJTRT WTf^? I 

(iii) 

Tff^- ^ptfcefr f%^T 3F> ^Tca ijft cRf ^ ft clt 

^ ■ahn, gt 35kPa ^ 2 kPa cPF (260mm Hg 
Tt 15mm Hg) c|ft l>NMci 3 oFFt cTTcTT TO 10 ^ 

3Ti§R> ^ FPTT I 


^tam apprer V gt %-6 3 tfsiprf'tfcr f^n wht i 
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(3) 31* tfScH ^ wfa H TOtfrft 3fim1 : 

0) WfpMd 3ik TTm (ifa R q 

^rfPRcr ifim -^3T cRi^K Tnf^TT ( 

^ £ ftpr qfftqcr okPa £ 

^ 35 kPa CRT (0 mm Hg ^ W ^ w 260 mm Hg) 

?Wt rJTf^ | 

(ii) ^prarr>T ^Tscp*m (Analogue indication) 

(<P) ^&cT 

^#cl yc^R cfaR (Rluil$H) #? cqqRaRT (TJxfvjT) f^RTT 

viHT xfrf%TT j% qpRT qpq qq ^ 3^ 3q^fpft 

7R3) V3T 7Tcf> | 

tt&srt ^ fxj ftfrarR irt ^ i 

(w) W 

SRTTcfR cf§t '^©3[T?T OkPa (Omm Hg) *R t}R^ ^F>R inqf ^ 

?Wri 

(tt) 'Wd scxqci 

RF>cT 3RR7R (?^7cfcT) tfcpR bYhT ^0^ 

• kPa 3 3R1W^T 0.2 kPa ; tjt 

• mm Hg 3 Rf>oT 3RTT3RT c£ fcP? 2mmHg iR 
Tfracrr Rj^icnn (*to>) snfr IRi ^TcT %tu ^ftt Tqftrj 
-3TtR ^of TR tTc^cp <^c]' fcp^fcEq q^ ^RslTT ^Tcft Grpfi 
TTlflTJ | mmHg 3 Rf>R cET vJ^TeRR f^RT-1 3 c^lfill iRTT 

t I 



[mn— gp»g3(i)3 
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TOq Tgq ftfoRT ST7T qfteRT ftTOT TiTHT TOftq I 

(q) ^ci ^-Rhi sik tout q* Ri^i4>T q>t qtei^ i 

TOkT RT ftq>eq<fi (Tg^te) Rl^l'+I q> #cf qfr 1.0 
ft.*ft. ^ m toI!^ i ^er q> ftt^i'chT qfr qterf 

^r«Rt qro q^ft ^ 20% arfSrqr iMt toR^ i 

to>r q> Ri^i'cm tor q> to1%t? i 

qflsnq 3T3 «(«t *q>* q> fcr 7 q> srjttr ftror t^ftt TOflq i 



Rra.-i qqqros ^Mte? tokt qq vjqwT (^q (qftrt) qq en^T qfrq, 
q> f^HT mmHg 3 f^IRTT (fe4Wq) 

(4) *n W*RT ft aTfrlfecT c rasHM aftflltf 

(i) qq^ft qTcfr ^jq qq arrn^qj tort 

qcfffr CRT vfffiRer 3Tmf^TO TORT (?TOfcT -siiq^cR) qTO 
Tt qro 3.5 ftTft. #TT TO%TT | TORT tR TOR&T ± 0.2 ft. 

ft. ft srftqr qft ftft TOftq I 

qftaRT argqer ft' ft ^rt— s ft qaqqf% #tt ftftq i 


1699 G1/05-2 
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(ii) (*M«lei) wz 

'Tft ^RcRTTcr Efft f&TfcT fcRfa Tj uTT | 

Msft p xrfj-am w i 

(iii) f^rra’ aftr ^ tfkM ^ «jtu^ 

qicl zfa | 

f^HId 3fk «fl* ii ^fPT 5pt ^ ^ • 

^ fa 1 ? c^r # ijcp cTTnrr ^nf^r (gftj ^¥frj zfe, 
cfff^T Sfa, 3ITfa) I th ^tt fa tSf 

^Tfif 27kPa ^ OkPa W (200rrim Hg ^ Omm Hg)?foft 
^ f^ ?pt ?R, *fa$ EPRTT 3 27kPa ^ 5 kPa (200mmHg 
^ 40mm Hg) 3?i R'lxlqd 3 cPT^T WTcTT W? 1.5 ^<£0 5 ^ 
3Tf^P ^ I^TT tfifaj I ITT ^ 'tT cNrlK^ fnfn' 

I I 

ar^wer w is io 3 namrfacr fazu 

♦ uTTCttTT i 

(iv) ’TEhff cfff ^Wcmi (cMifacI) 

(^) W*) 3F> ^TCTRR W?T y)fci«il ^ 3T^K *fa?l yj^di Epf 

^ cR 99.99% SWt wfa? | 

(^) 4=bil c^T Wtxd (EfcfRT) ^fafcfrfl q^ll’ll affc fen 

<& 55^ ^rff ifa rrrfa? i 

(v) *fat CJ5T afafar 

’T^ -ecf tR armavT *smft wr ^ faqr tjtftt i 


■< *M w 1 •■ 


• \* > 1-1 ■•• < 


»H<iN:i- 




[yril—7g*g3(i)] 
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11 


Fft 1F>F q? Uc^TF tjjfat fe*i+ F? WfT FTcft qf FT eft, 

^RsUlt? cf> qRT ^^■gTf3ft73fRTTci76rR^3ik 

feRfr wrj^fr i 

, *qq t^F? f%ffaFT ff( ^ qffOT ^ | 

(5) iHifas ftqWteel' $ qiw 3 3 i[?iRcm crapfW artqntf 

0 ) ^ 

cidlfl FlF F? qsilfill vjTTcTT t, eft FF ± 0.4kPa 
(± 3mm Hg) TT F^F F^t FtFT wf%^? 3fR WFcRTT F'f^F 
FtFT | 

■SJ^I F? ^d ^TTeto FTFT FTf%q I 

Ffe : ST'cH 'J'H FiF q> 3FTTFF ^FfeFF t I 

m fcfraFT f^t> x^ta-FT f 3 i 

(ii) ^ (vrfftf) 

"sjctlFk^ FRh'-I tTfe^fe" ark FTFF7 FT FFFT Y£F ^ FF 
0.8kPa (6mm Hg) ff Ff^RT q^t f)ft Frf%q i 

'Siqd 3ftq Ft^ FTf%q % qqWd! (user) Fq? 

qiRjRF F F? | 

qra' ^stf? RrJtaFi fft fq f^ft ^ftt fift Fri%q i 

(iii) ^qigc^ 

FTFeR F^ ^F>F FT FFFT Fft qp^F FTF? q?T eRT# q? 
1/3 3fR 2/3 flRFT FF? FFTT Flftq | FFkTF ^ WF F? 
FTfF? Ft Ft>F W ^ FTFT Fit FtFT FTf%q I FT^F? 3tk 
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«nrar 4 >t 2 R.R. R stRcr ^ 1 

^ RRtepn cr^ qftar^T Rrt rht rUt? | 

(iv) 

^ HR #HT 3 ft^f^RT ^R OkPa ^ 0.5 kPa (OmmHg 
^ 4mm Hg) BtR *[|R^ | 

’TffSPT 3HJW V c£ ^T-11 if TfSTfcrf^fcT Rr RTHT I 

(v) ggrgg afh? <hhm 

RtIRr? cfft <N-iiqc sfR "$<HiRd4> ^'Rfi RctRrh 
«FfR 3 § '{-cl *11 el 1%HT 7 FTT RfTT Rr % HRH 

*f .^PiR^d ^r ^ Hnfer Rstott spfr R 1 3difW 3 Rft 
^Icl^c 4lq 3fR cTRHFf ^ 31'j'HW RTR rR t)|f^ | 10000 
yrqmol HR HfR R HR TJRTRS RflRd^ c£ qR ^ 3 tR 
HTRT 3TcR 3TR Reft rhrt HR Rr 3 0.4 kPa (3mmHg) 7t 

rRr hR frt rRh i 

hRsrt 3 FjRi R’ eft ftR 12 ft tjarraRId fcfRT rttptt i 

(6 ) ^£«t Rfteft artsmr 

0) ^rh (r^ft) sjk w (?ttr) <£ Rrr srRftw sfrt 
R-M^ ftlftftlfticw Rf ftrr 5 (l) (i) <?ft 3rftsfrft rt sfjrcR 

4»HHI Rl%H I 

(ii) RftRReT f?STT 

SlKllftl ^ MIK1 sR qio) (^RRcT) ftH^cf TRvrfTR 

RRT Rt fcRfr ftt RR? RffbH (RfttR) RRft HRRR HR 


II |l'|i IBM 41 I'l I I I I I I ; II «'!■ ■ I I' I 1 I I »l ' 1 < 




[HRII—35Pg3(i)] 


HTCfl ^ Wf? : 
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grr <MHim (3rat€) f^rzn vstt WciT t | 

(iii) t«R ^»T 

fct^ft afranrc ^ TRTtrr irt stt tfter ^ aft 

t*m TjfftT W ift wTT W^t t I 

4’tiF R faftSFT 3Rct p tlftaRT ftRIT ^THT Wf%tJ | 

(iv) ^5TT 

aNffa TIT TT^T 4' ^5TT wft sfteTPj 

cF?f vJTTft I 

7 . srra—tresftT ftufejoi (Agteifftrasw osjjter) 

( 1 ) l#3er 3np«T 

^ »! ft ft wi ft m cfH ^RTcff w ^ftaRT 

fftdl WP? I 

WT-q^frT ftftft 3Tk dch-Mt aftfiTTSTf ft 3T^TRR <fH ^TRTFH 

cfRft ft TTftSRT 3T^'£T V ft 3TJTTR fftlj «TRft | 

( 2 ) x H oUP R T 0 RHW>*l»I) 

(i) TTRfl*PT> ^TRIFR 

TIRf^rar HHciINd ft ftn 5(l)(i) 3^ 6 (2) (i) 3ffo 6(4)(iv) 
ftt 3Tftsnft ijft ftft tTTl%Tj | 

trffSFT Softer "3p' ft W 1, 4 3TR 11 ft 3Fp55XT fft^TT 


vj 1 I^ j IT I 
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00 WJW # f^IT «|t 4 TflcTT WPW 

^ (si^+ilfqci) ftff 4 > g^c|? giT 
^ *rf ftf ft x ^ tT # ^ [ tp r f^n ^ i 4 ft 
5 ( 1 ) 3 fk 6 ( 5 ) (i) cfft 3 T 4 arr 4 ijft f 141 FTftrr sfft T^sfur 
3T^cf£T f ^ M 2 3jk 6 ^ 3Tp7F f%4 Fn4 =^1% | 

( 3 ) FftTT (Sealing) 

(i) 4te-41erf ft Rm'^ui fipg- (gf^rcr ftff?) orrn? w44 fungi 

fcF? F^N?*!'*. cTF^ft FF %(T 7 TTT ^ ^FTT? ^TTf | ^ 

#eff FF efTF FF FTFT % FTjfef FFRf cfft F§FTF 

f®Ml 4 'll) 4 Pt *-i fel Rsi c( FFTF 45 '! 4 ) I? I 

• W4t 44t4fFFT ^ FTFc^ 4 :- ftFTFfFF 3ftF FF^eT FF 

3Td'I—3]el J I f^ii|| vr|Mi | 

• 3 T^T f 41 44 l 41 eFl 41 FFTel 4 :- 4 > 14 tF FF FFlFRT I 

(ii) Ff4 ff4 ff Rh#t f4r4f 41 ftfsIf 4f ^Fan f4 ftf 41 4?rr 

4 Ff ■Him—H tglri FfFsft Pii|Fi u i Rff FT ' 7 JFFT Rff e)<Nel) 

<F> FFT 4 eTFTF FTt4'4 | 

(iii) f41 fM Rrt 14^4) 34tfk f4 ftftfft ^4 cTft^ Fnrj4t i 
(4) fft ff Upftfft (4rf4f4) 

FF FT PlMFelRijcl FJFFT ofRbd F?f WF^ff :— 
fclPlHfcll FF FTF 3 ftF / 378.131 ^^RTFf 

— RrM f4 fft wmr sffc f4 

FTFF 4ft 3t1f FFR 


W l| 4 


yr : 3rar«nT°i 
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[^nn---gTO3a)] 

371^cr WJT (tffr Ft); 

- ®Tfi|ff 3> i5tft w $t frit f^iRr t^g*? crt #s 

(iffetj 

^tp F7 (3TcRer) fefcT -<ft cTF Fftfa p 

3f^FT faf# fcTtr cfF W^iW f (fa 6(1) faf) 

Fc^t MiW' $> fcTtr «TcTP? FTf arfcff^T HrfrTRT «ft 
3rRt Ff>t:- 

* "^TTeT cjt f^TT grjfa Cf) ff*T i\ TTcftcR-frpiJ 

(f^Nd) 

• cfTPft 3^5 3>t TTf%TOj^r 3Tt7 3TT?rf^P (?efa) 
FTf^ReT WfT (FFT^tcy) cRT 'Hcpai (fa” 6(4) (i) ^rsf) 

(5) RrRmfcTT stct # ni ^jht 

(i) f^mf?TT $ 3T3<hT %3fd A' fWMsTcT ^TFT^nft 
Wl%TJ :— 

^R fT%?T 3Tf 3TT^ TpT ^ 3TK 16-1 | 

(W) flit TratF g> feTT? *TFctP£>f WleH TTfpRqTSTf cRT 

tRtp—3TTcRR cRT qiH, cRip f^-arfrf 4 

'jTPTT srk faf R^<t?n cjf) v^^n-e^fe) 

fa) fS#R|0R FcJ5 ftR5F ^Hld cTFt MR^ll *f WR 
«RT sT^TTcT cfR^ cfTeff cRt ^cRcRft f^ fW^RT FFf) ZT?T 3> 
3ilv*C^C cRf ^ Rk< 4 ^ ^ ufrf % Tdcft ft ecT5 facT 
^ fcR FF ■ Ft vjTnj, vtfTT fcR ?TF FTrTT cf£? cTRfT 

F#RTd f^TJ f^Tct | 



Or) 5* 


THE GAZETTEOF INDIA: EXTRAORDINARY 

fcf f^[ (cuffs) RtRr 


(tr) ifa F? w afR ^rf&cT which ^PiRnd 

$ Rr afR f^n W7. Rim?iR¥T 

gfr uTRft t fa ^ $ OT WET ?R 2 *TcT 3 ^ 

cpif) sfR W—'RIFT afR ^ «fK "^Tpft Hi HR I 

^ k 5 (1) (i), 6 (2) (i) afR 6(4)(iv) H ■$ -ni 
aRgTTaff g=T- «cHHH eft 3R ^ efR & RHT 
(m $ W 7kPa(50mm Hg) afR 27kPa (200mm Hg) ^ ^ 
'q^ s r«r tr r cpRt 


( 3 .) ^Tefr ^ ^ 


afR 3)lciR«t> 'TTRRcI Wff 


(rf) TpfRt $ ^STF^f Rt ^ ^TTPT ^ feR 

afgsfer ‘ar 
q^terur 


arjRT 


1 . aws iMm (3f&*^at3f) ^ afiiaww ^ 

qrffertJi aft firflj — 

(l) <3HW^ 

(i) 500 Rr.cft. ±5% SFteTT ^TeTT <P# m ^ Wefa 

(ii) o.lkPa (0.8mm Hg) R ^ srRiR^cicir cttht ^ anrrfRPrr 


(iii) Rr 


l, vfRt «TToT Ri (f^ ^r), 


eTTc^r TToTT, 


(iv) ^t-IRr ^pRpr afR FRr (hoses) 





f-mna—gro 3 (i)] 
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(2) WRh<UI' 

cfTCfj eft) ^cicj)^ \b^<t> « 14 <?) Wcf'T d J I Ik; I ^ftfcleb ft, 

W^TcTT ft, FTv?r 3ft? smiRbcf ftfftft ftftrftte? 

ei41 Ik* (flrsf 2 ft^) I f^cf^PlcftftT^el tftr eft eft cR 'ft (?rfft 

fefrZTT w t ftt), ftl-eftfaS? cftf ft ft?T? fft?^T ft ^ 

arfcrfft^T ft?T? ft^fte? fttft I Slf^rwr 7kPa (50mm Hg) ft OkPa 
(Omm Hg) ft ft?T ft?I? Tft 1 ?! (steps) 3ft? ?ftcT eft stfiftw? 
q? efft I 



(2) ft? f^RTepT 'P'ftSFT fft^JT <4in t 

(3) eng ^ 

(4) ft?T? ftH^d? 


fxffl—2 ft?T? ?feft?H ft 3ft ftfaT fftftfftT ^5?ft eft fftlTJ W 

yoTTeft (measurement system) 


*& 


( 3 ) ^ffj’ y | 

f^SHH- ^T ^8^ fftJTT t*HT 1 ft ^ 

(? 1 %ftfftg ft^T?) 3 fk ftqftft ftftftft?? ft (ftrft?mfeft) 

wf (ftft^T) eft ftxf 3RR ft m ft ft^TFT ^ 3ft I 


1699 GI/05-3 
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THE GAZETTE OF INDIA; EXTRAORDINARY 


[Part II—Sec. 3^ ] 


2 JBSE -c-icociST *TT cTIWElST U3TW 0^ trftgfPI oft ftftf:— 


(1) 3TO7 

(i) 3^ Y ^ ^ 1(1) ^ qa nftftfite TJtREfR 

(ii) Tcll^fecl? 

( 2 ) ^rf^n 

^ T&S cFTTT I cfvfoeT ^ 3T ^ | iT^hd 

*PT 3 cFmf (ft* 3 $$) | 

5^gt-*i^RPcr w<r wt it (qf% foe fosn fit) ^ 

ct-^vi ^ fij'i-en % tfo ffot 

cFTR I 



( 1 ) fo^vf fofl^cit 

(2) cfcTT^fcTtp 

H 

(3) for for-for fom fom vjtptt t 

(4) en^ cpj foe J, 

(5) $?R ^efo? 

ffo-3 : cTTWe ^ SFTP? <F> ffofc°T i> ffo HRR eRToft 


If W* I f i! * 'I 






[mptII 1 ^ 3 ( 1 )] mto-^ l wnt; arer«n^t _ 

WT #? ™ WW tttt, q,^ ^ ^ ^ ~-^ 

if m $ m 3 ^ ^ ^ ^ ^ 

t^T? ^!l (tdl-il q^sftqpjj Ti 3 TT ufpr : _ 

0) 10° % crmFT, 85% WTST 3TRcTT (ffN qrgftpr) 

(ii) 20° i\. qftM cimn, 85% WtfST 3TT^TTT (qfa ^mrr) 

(iii) 40° 4 tfftM cITq^T, 85% STTSTfT (*TPT q?#ftq) 

dtM * iH ^ SfT^ciT c£, BFR cTcTTTt q^ qc£q> qft^ ^ f^rr ^ 
argsftr q> ^t i ( 2 ) 3 qarrqfficr qrq> qrq qq- q%pq 1 

(3) ctaf ^rjoll 

ffeRT ^ %qT uTTcTT t, ^ ^ $?K 

W cPRPT qRT qR ^ $ cT^ft q^f £ ^ 

arm q> ^rq 3 qRunq'j' ^ cqq^r ^ l 

3 3T0ST2OI c£ OTS? Gtfe^cRT CHTg^hq §fe td trft&jei _ 

(1) gq^R 

3 ?^'sr V is t^t 1 (1) $ uTsrrf^ft^e tptw? 

(2) qfeiT 

^ ^ ^ToT (sitfa) oPTKJ | q^qcT? qft ^tzrtt P 

••’Jjqfcrq) R-K-cq q spriRpr qqRRr ^qWteq pqrrq (fxjq 3 

?^-q^mq^r qq qfr qq W&' q? qR (qf^ ppTTqj Tjqj ^ cfl), 
3 T-q qr^qqq qfi TTFT^T q qq> 

srfrrRqfr qpRqq errn? 1 

f^nr qq qq q^ffFT foqi vJTTRT, #, \3RT 20 qq $ feiq - 20° 

q* cnqqn qq ajk WTq 24 q> f$rqr 70 o ^ ^ mqF[ 
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m 3ffa 85% (HIF-F^Rt 7 !) srrsm T? ^FlRcl C'HiW) 

^ I 

^ : tlf & TrftaTT t, ^ STcFT—3TPFT I 

3it^WT 7kPa (50mm Hg) £ OkPa (0mm Hg) ^ 

(steps) sfT? TT^ef ^ ^ 3 lft|<T>cl ) H FTF FY I 

( 3 ) trRuTTiff g5t 

frjRT m cf5T FftaFT tcfTZn vjfPTT t G-G^ ^Ft4W ^ 7Tpj>fcRF 
(^ f^e^feTS ) FTF 3lk 'Wldlck cfff cTCH^pft frf^T ^ - 

SfcR ^ 3 TjRuinff <pt WcFcT Tp^ I 

S^fess ftreew £ s*n f^m & a£t - 

( 1 ) 345Spe 

• \jnycfd 3TPPR dcil ( PR) ?TRJ FIT TJcp Kifc'l'Sk 

. fol* FTcf FF (tWl), tFfdwi cffFf FTefT 

• TFR7 ^ ^)T W! 



# 


■q^ cf5T RifeRT? <£ —^TRT ef^ I 


^ ^ # f%wf ^ ^ if ~F F^r^rcPcT qq qftaFT H fen? 

GTTqF I 

qta-FI cpf FFTF vi“ FT^f WcRTc! FTct ^ 


(steps) F tffPTTT (^ 7kPa (50mm Hg), 13 kPa (100mm Hg), 
20 kPa (150mm Hg), 27kPa (200mm Hg) aft? 34kPa (250mm Hg) I 
5 fJRF cf?T mfo $ FRTH FU ^ f^T FF FR 3TR FTTH 

-rpi] Tpr TTPf cfj) Rpif'RcT ^ I 



[HTTP—TgFS3(i)j 


MTPT^TTTTO ; arenwn 
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(3) irft&TmT gft 3gJRT 

£RT 4> ftRTR R>t RTR 3 gfcT f^RS Rkicic ctf RR £ RiR 4 

Rtf I 

5 ^flCRrte TST d|e*$ c& ftSfU ^T5T 3> (oi-irclc! clft cpT c& H-flffnR 

ferflr 

(l) 3TO5B7 

. 4t-4m r^rr? 

. o.i kPa ( 0 . 8 mm Hg) tf RFT aiPiR^cicir #? tfFRof smvjz 

rtht 3f>n'Pb“rT ^4>% tftftftRR 

. ff^TR 3 TWT (limbs) 

(fR sfjw ^ 5 (2) ^ tftf fcrq RR Rts 

• r cf> 1 rir 'jjpic 


(2) Wftrerr 


RTR 3 f^RFTS R?t RR R^ RTRR 3fWff RR 3T2JRT 3TRRRf 

RR Rtf I 

tfte-i artfsTT ?rt rtr R?t t itf> ff^R 3 trrr rr)r tf>R Rrtf, ^ 

3R.fr R^ RrKI#T I, 3TR: RTRR RRtftfltftf RR f%R RR RTRR 

f[ £ I 

Rfc-2 TtfR RTRT RRcTT t ft|> |>forR 4 RTRR 3TRRRT R?T Rp? 

^ctfttT*' fcftfwtf RT^ RHTcfl t I 

T|tf? ZFG5 cTRlR R> 3R tf R?R> ^tfetfFT RR RRTitfcT tf R^RcfT t. 
3RT: RvR tf RR tf 3TeFR-3T?TR 3TTRRR fit 3TRRRt RR RR tf RR 
rr RTR RTJ RTRT tf fcT 1 ^ 3R> cfRtf sftf SdT» I RRRRT $ 
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^ Ft awre 3Twr' ^ ^ ^ ^ 3rfSrwr afft qftJTT ^ 
wx! 1 ejx: s)-) qifse; forcj <+>47 qq sttcpr (ci^in f^qr 

'jTRTT !? | c& dlkM 'sWcRm cffetT qft '^-'^f^Tr cfft UTT 

Weft t 1 ^Mtm qft ^ ^ 3re rifcfrcf ^q#?r 

cFnrj 1 aMfocr ^fte? qt m &d^d qfr R^ i flt r 

gRre ## | 

^ Ff't cITcft f’l'eiqc qft TFTO q^oFT (function) ff gjf 

w ($m? qqf) cfc cfh? qq qffe (Plot) q^ 1 

(3) qftqrraY gft ^jht 

FH (values) 0.8kPa (60mm Hg), 16.0 kPa (120mm Hg) 3lft 
24.0kPa (180mmHg) F? ¥iqflq gcWFT sW (£v^'cm ^frtep^) 

^ fi<WC qff Rrefff^cT cf>$ | cfPT tlm? to^g q> feP? 

3TFi?F (limb) qf f%f*rm (circumferences) qt fcfq 
Sfcrq—sreqq qRmfcia mm fft (mean value) ^t Fra 3 f>Twd 
qft (3?R $t) t | 

6 GcFHfrer wfeg c& feRj 

(1) 3qw>2 

• 500 ft.eft. + a-FRTT qTeJT q>lt mg qq mfq 

• 0.1 kPa (0.8mm Hg) qm 3TRrl>dc1c1l qToTT stS'lif^d ^qr &i 

3'H)4)dk; 

• €t-4tm q^tm?? 

• mqq mmt qq qq 

( 2 ) Ufpr-ill 

W qqef «Tcfq qq F^’TIcT qq??f gq qffSFT q^ | 


n i'll ibh <• i r 1 


i" M-r '•• 


■ I ■ -'I 



•gife3(1)3 . __TO qn-W TO : grawrrr _ 

eft ^ ft fft*^ ft 3RITf^cT ftfftft ^ 

I 3rf6icpa*i ^T«r W gen sfft tftTS 'q^gTRFS ftcS *ftft 

% I 

(3) trRuirof s>t ^jm 

6 (2) (iii) ft WfclPlR^ ft?R ^ #t[ $l to ifft | 

2 -i-c«ci id ^Rrhsf 4}i) ntn^ oft? 3si^ (ffi d ti^eiDi ^ 
ftrfii 

(1) 3 TW 

* ’ntpf (^^?) Tfrfter^r ftft m gftt ft iftdm-^cRrr zNr 

(2) sHIrst 

#FT ft S'i-aHId tjtt f^rqrftfff eft 3fk 
ftftft ftfa ^ft f^rerff^cT gft | 

8 <Hs*sl) ^113 Z& CHTciftcH EJTRT id TJ^gfCT «ft ftvfll 

(1) y4iM>t> 

0.005 fft.ftt ft cfjrj 3Tel^>H cfift ftvf IJJ fftdft-ujjclft 

*fcf I 

(2) ylirerr 

fcTf^cJ ftvf cpT g trh I d cfrftt |IT c£ ftftf f%ft' ft 

’frf^RcT wrt q5T qftarq cjft i 

9 aicdft Sat STi^T ^ ^ETT cd tjfttgTOT sft firfSl 

(l) 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part R— Sec. 3(i)j 


. troftcT 3ITRR 3TT sifter (collecting vessel) 

. 0.1 kPa (0.8mm Hg) ft aiPl^dTIT RcTT st^iiRhd 

• ftft WTcTCFT (t'S L l c f) c,,el1 

( 2 ) 

f^RT Rftam f?m rftt t ^rft 

4 i Rftft eft yxti Rft (hose) 4 swifts 

ftftftcR ft vjjsT ft-ftftr ^ 

^ I ft eft ftftftft? m 3Tf^?F #lcT ^ef 

ftf^n- ft 13.3 kPa (100mm Hg) 3ifSra> ^rerft ft ftR tore 
cPT ^ftmef gft I ftt 5 ftft^ ^ RTR ^ 

nft (fft^r) ft <rt ft) mra ^ 3 I 
ejift fft *Wft ^nft l 

10 sraftft *3 tMs*t «3» a? «K!Tra aft fWli 

(i) 3<re*P? 

. ttrr m srarfcT ^ftrc ftra R ^ ^Tftftn 

f^cTTfrr 

§?R ftftfc?. ftft ftft ft? $3 ft?) ^ WT 1 


( 2 ) ftft^rr 

tare eft *rftft ftftnft^ eft ftft vmft ^fTcft ftvrT ft ftfa 

fttft-, 3 (after W eFTR fftTT I 27kPa (200mm Hg) ft STf^P ft* 


II Ml' 


Hi l|1 ! = * II 1 ■ \ • ‘'I 


tsmn-w3(i)] 'w i wwn: araum ____» 

tf?R Ft RFt m, ^jjr grT 3PR5^ (affg^) %? 3 srR r 
F3T 3 I ^J«r 7t 3PRter (3TR^5R) F5Rt ^ SR *n?Rt 
^fePT cfr 27kPa (200mmHg) ^ cfc 5kPa (40mm Hg) ’TRff cTR 
Rptf 3 cFRt W WI Ftf I 

S2TH T^yff^: TO 1.5 #jRg Tt arfsRj »T Ft I 

11 UH-dt^si aRMte? crft feR^ftm 5jfe ^ »rfteioT aft flifti 

(1) 3 1 Tx3>7 

(l) 500 fa.cft. + 5% ftiNdi 4Ml ^Rft ElTcJ ^T sJcRt 

(ii) O.lkPa (0.8mm Hg) *t M ertRfRRTcTT M 3RTTfo?f RfRff 
tRMcR 

(Hi) $¥R vRRcR vM Wfa F'T (fwi) cffcR RcTT; 

(lv) €MRt 

(2) wlSserr 

W$ i> eR^t Wcfa eRR I €Mfa ^^7 *RR ^ 

RH4-ciH *f afyn'Rhd RRR tRMcT7 cRTR | f^cfg't H^Plcbd qq 
( 4 R cTR Ft) Tf^t sR 3R^ 7^ FTF, W 3RT €t—'tftTT «lft 

*RR R ftTRF 3 arfclRchi $?R vJRfo? cFTR I 

i 

3Tf^rw4 7kPa (50mm Hg) *t m> ti> tteR ^rt 

(steps) 3T3T?t ftj tH cPT q&aRT Tpxf I UFf tRRR ■ cfrT 5 
^ fcR 3fR fEfR ^RT 3 *RR I 5 RpR $ ^Rh 

STT^RkR fm R? SRlffctRT #t FST (few%R 4R) 

$ I 


1699 GI/05-4 
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(3) MRuIWT Kft ^JeFTT 

^ WT 3?k ST3FT TRPT CR ffttf 

HPTf (values) i> 3KR ■$ wt- 3 q RuimT Wm W$ \ 

12 asime e£ tr^a^TJi ^ firfij 

(1) 

• 60 nfcT f^FTs ci?r 3iRn?j?m tsr *r 3 kPa 30 kPa (20fflw 

Hg ofR 220mm Hg ) '<& (f^RFTTeTnft) (sinusoidal) 

^ (tf?R tfttRFT) cRR| mefT SfT^fe'tT Mi 

(2) Wfifan 

i ^armf^fcT tjf^mr mwi l 

3TTc^f^r»T tllR ^'Re'i ^ vjfPl 3#? 10000 3IRSif£7T t?R tf5F) 

^ (perform) 3^' | 

^ ^ tft ^ ifTC, 3Fj«r'Er cpr M i 3 w R i R i Pfoe 
StfRur cf5). Me ’T?^ ^ tf?R c^cTcRT (TcRt) q? 

31WT? I 

(3) trfttrrmf gft ?£prr 

Me ^ 3fh? 6TK TRFT Me M? qM*T 1R MMfle? 

^ ffMr ’TFTf (indicated values) i) 3TcR ^ 3 qf M ii H I 

Mr ci)<fci | 

^9 TT3T - VIII - ^et 

sffer ?sfrferer gffgl^feg 

ftro 

f^T RPlM 3 iFT ?^rl%cr Scfa^Tfocp STSlcfT aff^fes 
^ WTRJT, pRI^f MMft, wM^lcHcll Mf'sft, 3?M TRfHt cRTT 
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[yrn-nranffl} 

iwt artem? werr 5 t?f aq*jj«H cfr f^rj t^^Fr -ISriSuff S 

f ! 1# WR cf>t dMwft f^HlA-il^cWT i) Tlgl^cfr viMch>iU|)' c£ 

^ 4 ’ft ^ t, f^, fft ^ rf* ft£ cpp (c U ff) cffr wroi 

& (wflR-Mel) '(crac^iej (&oTF $?R) <£ FFFT £ 

F^HId %JJT vSTTcTT t I 

^ RPk?*i jtm &rf *n ?mi $ ftp# <t^ ^ 

'Jim FT cTFRT ufrcIT t | 

*^ e : TJT2T RJ3R c^RTf FF F'Tchid F?ff yffTTjjj | 

(% 6(ll)(iii) Sft? 7(5) *^) 

?, *nftnftn tncnoft 

(1) *** 

w fr> (cuff) m ^ttt f^mr t fartf fft Fn<ft f i 

(2) ftteici ?R (fcl?) 

Tpfr? cf?r SRpftF WTcft 4 TF^ M FR t I 

(3) Wt! (cuff) 

^ Tpr fe«n f | Rnyi4 «$;§f srt? trt 

STRtfl^f (^ffcr) Ff^ f, f^T# Tt^ft F>t FRj^ FT RTF FT 'd^l RTcIT 

tl 

(4) lieittVI3fih TO #117 (HFT) 

R)'tc^fc«i> tfcbd faoR) $ f^fcFT i> f ~ R u ii 41 erq^j 

®oR 3 ?T 7 F>T ^HdH FFT | 

: F^R^fcRi (FI feci,) TPTRf F> FFTF FTT FFT F?t FRT (cuff) 

FRT fFF TFT FT FTFT FTHT | 

(5) qJFfhr FRF WxT FR (FH) 

TFFFRW^TRTWRtfFFTFFcftTTcF 3Rf^r ^ RF ^ 


FT FTFT TIHIchd FF FFT | 
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- 

: ricK^fcl 3 ? y^TTcff ^ '’TFT (cuff) 1 FT TcR 

tr Tiro wftt I 

(6) ^ wtt stt RTR 

TO cET ^ (W fctr) f^RT EfM £ TcRT ^ ^ 

hiur fittt I? I 


(7) 

Tpft < l <CVf R eFTT ^R R4^3> 1%TTt ^Tlfe 
(cuff), ^jf*K RcR, £TTT3^TR 3fft RT I 


vrU-| 09> 


( 8 ) l*ffa ( 3 TTC?fR) 

TO T1TST ^TT ^ ^ ^ ^ ^ 

^ ^RdlPkR ? (3raRTR&T) FRT t I 


(9) ftqjniWTWteT 

TO TTTfT ^ t frTFPPT ?T3TTcT £FT^fTO T^cT TO H 

(ewM M f^RT) w $ f^pr fStrrrr uTRT 11 

(10) W?T 3TT (TR) 

^4>d cf> TTcgtR (0I^T?H) cfc hR u I|4) ER%T WRR 

cpT STf^TcFcFT T TR I 


^3 : -^cR-^fcf^ Weft ^ ?T TH # W (cuff) 3 HT l^T 

9T *TNT WR I 

(ll) ^f rew TTPR *J> Hi? f^cT-^rfSsraf^T cRST (g^^-H^Rcbd 

to era faMfciRsicT flrrrf ^ «frtt t :— 

(i) TOT ^ TOT Xjg» TOP (cuff), 'Gfr RJ^feeP Rl'tCH Tt T3J5T FRT t; 





K.WI: 


rri tr (cuff pressure) 4> wh ^ W 


L-MUEaCCfl HI 


seeks 


(iii) lR?fa 


(iv) ^ 


?t eft ftpro efk 


(12) f^tT srflSptffa si* hf ff narf sni RpipiY ^ 

Rgcfta" RlHciY *¥ 1?5RIT $ I 

(13) 3rtf?Tt^W|^ fct*Wf*lRj) Wt 

jj? ^ ^ f^rf§T t f^RFf tot (cuff) 4ft m tot wi t 

3 Tfa epep cpf cTEf cT 4 T «|<J|<M| WefT t TO cT 4 T grpff ff ^xT 

TO MTF 4Tf§(eT F ¥t, ^!# TO W ff TO 4ft Jjft-stft TO ftTO 
TOTT t I 


ffte : TO 3 TOT vrti 3Tk vj^ ^ TOT T^t^t 4> TOtTO CR%T 

'iqnTO 'csq , il efr cpKu| cptp t( ^T4 tj|£—ttt£ ^Rclef-i (si cm) 

fftfr ■..$ | ft sldl uft TOc^ f? 3fF f^ t, TOFT 
IjTTpcft TO ^TeT <£ cR^TOtt TOT TOT TOR TOT t 3 lft Rfa 

vpf t | TOft f^T? TO TO TTTTf 4>t 'HSITOI ft ffTTOffoRT, 

TOgwffeprt #* m eg enrfm tow wre ^ ^h, tojto 

XJefFTf^R 44 H«jlM 4Tlft T|4, WTeT ff|R vrTT -flcpcl f I TOT 
TO WKR TOTT W 5TW t | 

(14) 3jW ^ CfJ^T frtfepf) 

tiicim^fni tot m OkPa (Omm Hg) ^ 4T4 tottop 4> f^rro 4ft 
^t 4TRt 4ft WffFTOT ¥f #ft tf^T Wf f (fter 414 i OkPa 
(Omm Hg)) 

(is) 4*fe tsf^w <SWt srpffF) 

TO TOT W 4 m TOW 8|fa FtTOt 5# To 3ftRTcfr^f^4> 4T4T 
toto? aih/araRT gftTOFflw cgf^wr m sh^i 4>tot t i 





3Q THE GAZETTE OF INDIA : EXTRAORDINARY [f art ff—foc. 3(i)| 

: ^fT W\ MR^dl ^ Wff cj> tejpq rT^f 

WcTT 3rf^ f^Tcfft wf^^IcRTT cpf tR^vf <f> ftp? fcpJT yTIcfT 

t I 

(16) trl?*ra*»fcr 

W W ’Nt d^4W t gRT 3 TcTC^ Eppft TT?. 

(ot^Rr) tr sfR-sfR wf# fq (fbp£ et frft^f t E 

tcrRr^jT <pft vjrmT t) wicft t, erf^rt' m xjccrt i)^t 

Rnw'itcicb wr =tr sfR sfaT ^RrcsTfon? F«i fRFcT 

cRdT t I 13 TT c[7TT 3Trg $ cf^Ecff $ "fcf (3T2lfcT fpRtepfaj 
cerf^RTY ^T Pfe-TT Wl) FPTT I 


(17) tte> - 


^t-T^fFT Site* 


w tRct, w<r TTR'd ’■£ ^ftqv Rr-^h <# RrRri 
hi 3'4 V<ri$Rhi xjcfufrpe (^iwfcT) fcP? Ftcrr t i 

3. JMctWUl oft y|uf) Sit f 2 ««|< 4 |PI 


R^ < * 44 ’il 41 cR & ’jci R«-l (cuff) sfR sota* elcl t, Rj*) 

Tfjfr eft XR oftST XSTTcTT t, 3fft=:6ft;g? 3 c[R 3fft ^pf 

^T ipp ^ra, ^37 4f dlechllefct, cTR eft wti 3lft ^#4 ^ 1M ft?t 

t I 

4. aFnrfwf aft 


>!<+d<M cR m ?fT RkTT qR-chc-H (kPa) 4 RT 7 ft (wjt) ^ f4fftft77 
(mmHg) *f ^RlcT ftRT Mill'll I 


3»ra-iiw(ci iratft sHftarnf 

(1) ^R 7R?cH 3 3 tRRkR 3T^Il 

15° ft. ft 25° 4 eft ttRMT cTFRFf ftftfT 3fft 20% ^ 86% <ft 

ttfIst 7 ft ( 3 TT^?n) ftftT ft ftxj ftt fftftt fftftxe 7773 # ft ^ 

s|7J 3fft ticc) c^isi, ft ft ft feR ft, Tftof ft fftft ft Rft 


5. 





Lwnfl—OT£3(i)3 _ 

: 

RR R5R> RTR ft RTRR ft feTR, 3Tf§RfRlR 3RjftR Iffci ftt R^RT Weft 
RTR s^ftlHM fftR W Rft IftFftrftfttFRt ft RTRct ft ± 0.4 kPa 
tifc.3rrim Hg) fttR Rift ft ?ft)W fftWrftftftftsft ft' 

fttftft ft ± 0.5 kPa (±4mm Hg) Ftftt I 

w Rftftft 3?gfti ft' ft 3 rt 2 ft sr^m fftft i 

(}) gfttfftftft ftre sri ^ ftftft ttftrftf ftt aiflftmft argftft 

TO WTTftt. ft ftftl ft cjfftftf ft feTR PinRnRsicI 3Tf§ftcRT SFfRJ 
ftftnft HT^ Ffftt :— 

* ftm ftt 3?f$lftdR TOR : ^ : + 0.7 kPa (±^ Srnm Hg) 

* ftf^ftftft Jj|iiHft|ft» ftrnft fftfteR : 1.1 kPa (8mm Hg) 

[ 3 ) WTO®u W-HW 

(i) ft^Hui 

Rwror top* tFnfftftf ftt - s° ft. ft rrtRTOf rr 24h (ftfti) 
ft fftq ftfR 50° ft. ft dlMRM RR 24h (ftftt) ft ffttj ft)R 
85% (tot ftftfftftr) ftt ftftsr auftiT rr totom ft sissu 
fftftftft ftt artariftf ftt tjtt tort RiflR i 

ftror ft trs #TOT ftt - 5° ft. dIRRM RR 24h 
(ftft) RTOt ft RTR fttR \3RTft TJRcT RTR 50° ft. ft dlMRH 
RR 24h (ftft) RTOt ft RTR 3TRRrft ft' ft ftRT 2 ft 3RJRTTR 

RRfRRftt ftftftf ft RftaFT (ftftftR) ftt ftlftt wt%RJ I 

( 

ftfe : Ft RTftcIT t fft RefttftRTftt^R ftfftt^ft ft ftft f%Rft 

Ft ftt TOTORT ft fttRFt aftftRRd it ftlft | 3RT: 3TTR 16- 
lft ftt R# 3TftSTT3ft ftt cpTRT ft dIMHH ftt RTTTOR fttRT R. 
3 ft RSTTcrfftd' ftR ftR ftt Rft t I 
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(li) WH, 'OTRT STTSfcTT 

10° R. R 40° R. 3>t am*iM iiRl 85% 

TTT^ST 3rR?TT (R^f—cfRRR) ^ fcP? R-h> , *i'Ri'|41c'( R 

• *i4n H 3 3TcR ± 0.4 kPa (±3mm Hg) R 3 Tt^ ^RT 

r[Tf%TT I Z[f 3Fpier ^ z aft? ii 

R 3^TR fcRU vJnRTT I WW R. RR R f^TElf^ ^ 

R[h<h ylfb'in, rsR 3tRr sffc wn ^ ^Rr R 
JRT%f #fr ’EfTflrj | fcRfr R ^RtR^d ^TT3ff R feR, 

sfR vJMcb^ jJNT W fl *FP fare R 
TT*fr f^cTeFT STRcFR ^1% ^FT R «R!«R ?R 
^TT%q I 

6. AdStflilf) M^SHJ 

(1) 3TTOFST 

vjMcb^ r *jt '3^ wt foR ^fr wnfr R «R t r 
elHIc Tg «PT ^P7 ^HT t Rt ^ R-WilRST 3 ^«TTcrf^T R fiRT t 
eft f^erfcT 3 'WltoK f^FTT vjIT TOnTT ^ nsRfcl 

fSpTH RT ffc 3?R P)tMK4T Rt #>71 RTF R 

^TRFST t t I 

(2) W (cuff) sftz ^37 R '# Wfwt 3R5ntf 

cfjTU ^f TJcp s&g^ FRT I $«Hld RR RT ll«tR 'FP 

c£ fcR RlRmR T R RTTO fa? ^Ft Z[Rt flRf 3 

wti Rr ftfa ww i 

: «cfa? =PT ROT 3IT^ ^ ?Rt t faflRt ^ cFTR 

ufR =nR R HSJ fspj sTFv^ R R 40% R ®ft«r 
R 3fR d'sTT^ cfjtp OTR rR cflR WR R HS3J fsR 




[HFTII—^sP^3(l)] 


*rrc?r Tpsrre: arcnvm 
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TO TO^ eft <b TOT ^ TOF 80% TO $wm Ft 100% qt 
TORY Ft I 3TTTOR TORT Ftf ^ WR TO ^R^cll TOTI%T Ft 
TTTOft t I 

(3) TRTOt (HyTO) felF TORffTO 3f^m/ 

f%RRt TOT feyTTF^ 3fR ftRTFT (3R'W*t<i) $TTT FRT TOl%? % TOT 

rrq >jcRRM q> WT SfRTlTO % TOIT oFTR W^3ft?^IHT^| 
TOtSRT UiM^cfcp 4<9cM RrftsnT FRT fTOlT WR TO%Y I 

qfe n&TOf TO 'H’cjtdTffRf TOT FTOTOeT f%TO WR Ft ^ FTO TOFTO 
Ff^ Rl%R :— 

* "S" FT "SYS" : RfYeiTfcITO W FR (TOT) 

* "D” FT "DIA" : FTTORTfcTTO YTOT FR (TOT) 

* "M" TO "MAP" : TO CFpfR YTOT FR (FR) 

TRT ^t 3TSR Yf TOR TO YTTOTTSR ^ft WFF TO fcRf WFT TOtR 
fTOHYt TO# RF 3TT^ (SI) F YTFST fcTTO WR I 

(4) TOWf (TOR) Ft YTtF # cfteTOT (fTTOw) # fcTTOR 0 Ry*H) TO 
TOR I 

(i) 1TO£F TOWf ^ WldRw TOf 

(w) 3 rff 'TO cp TOt 4 (i) ^ wjttr RrcrfRcr totf—41 hi to 
TOfy cileddi # ft# fTO qRqcfcff ^ top tor to> toftoto 
gfR yfftor tor ^ mR u iih q’-TTfcR F#t Ft# i 

(^) fYT Cb l 4^4l TO TOR TOTO TOR Ft TOt# FTFTOTO sfR YFFTOR 

tor Ft to## mRfif toytTO F#t WR# I 


1699 GI/05-5 


■4 TO&5RT 3TJTOJ TO Ft #YT 4 (1) 3lft 5 (1) Ft 3T^RTR f^R 

WR# 
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(ii) ffepr HRlf ^YcT 

(*p) PiPi^Tai cfrJ—^ frm- hY hIoctt 3 

Mid^ji'eh ^ckisi Him ^ hRuiih ^ ^^rrfcRT 

^rf | 

(&) *hhr> 6(4)00 (<f) if ^TRT3fr 3 w? toY 

cilexmi fctrRTjff H> HfYWRRyR IfRT HTOT HR H^rf 1 ? H^Y 

w^pf I 

^ HYYSRT Si^siET 'cF c£ 4 (4) (3TT'c-ci^f^H TO) sfR 

^7T 4(5) (^|i)^4C HPR) hY 3rjHiy HTTRTT I 

Hfe : RTHWU| if f?Rft m cRF H?t 3 tT5j ^ ^ yYRraY 

^ HRcY 3 180 YYcftog (s) ^ ^ 2 kPa (15mm Hg) ^ HR 
afk HTOTRT/1%?^ ^ HIHd 3 90 ^Yh^S hY iftcR 

0.7kPa (5mm Hg) H HR #kY?R xjRrf^TOT FRT HTf!^ I 

(5) ^Rh> ftreen 

(i) ct)«™ 

W cYYh)^, HR Hf 0.8 kPa/PFR (6f^T4ft. Hg/RR3) H?f 
Rl y I <4 d ^ 3Tf$JH> FtHT Rf%Tr | 

(ii) ^R^mfl gjj ^Hld HR% HTeft ^fad^Y ^ feH? HR 
HR HTcfT SFfTcfl 

eyddllcld 3fh? WdlRld HTcHY H> fcTTJ HR HR 

3TOY HTcfr HRTcft 3, f^ReffcTH? 3fR dIi|4-dlIcHch THrTHR H>t 
HPfH yftHT H> 0.3kPa/8 ^Y 0.4 kPa/8 (2mm Hg/s yY 

3mm Hg/s) H>Y #HcYhr H? HHR hgpY h>Y 6-TO ?Y^ft 

I RH7 H? (He'd Yh) c£ irg? cpR $ ■cpj ^JH 
Rkihc hY RrjBrt HR^Y HT^ HHf 3 0.3 kPa/RR Yf 0.4 



~5>T TR!H^ : 3W|fciKU| 


kPa/q^T (2mm Hg/Pulse £ 3mm Hg/Pulse) ^? F r q? 
^F-fl i 

*^ c ' B^fcTtUfcRT cffctf 5*T cfTed'l q? apj^lH arRTpfl' 7) 

FT vjfT^ WTf^TT | 

«3*f V * 7 * 3T^TR f^n | 

iii) *Pfe FTOfce 

^ ^ Wfe £ FhH, Tjft cffc^ ^ ^RF ^ 
^ ^ ^ ^ 35 kPa 2 kPa (260mm Hg 7 f 15mm Hg) qa; 
RUmc 3TFT qq TOq 10 ^ 3Tfl|cP ^ ^ ( 

^TTcT/f^ m (mode) 3 TO tft SfTOT qict ^KTW 

W * ft* fo*W a. qfer T$ CRF ^ F^ 

F>t fMcT 3, T^TFS q> cfapT F7F gJT-20 kPa 0.7 kPa 

(150mm Hg 5mm Hg) cRP flR* gq ww 5 if 3 ^ 

*H?t Ft^TT rJTf%XT | 

715 xtftero arprq- xj qt ^rr 8 qt argror ftnn xjfnpTT 1 

iv) vjfU) ^H?ji (Tjfzr wrjR) 

WFTF TO TOTfcHTf A W: (affetffap) # xjtfttr qSt STFcTT 
Ft^ WT%Xt | ifF 'jfl'il ■£Hci < l Xjq^qrT TOq qq it uTFft i qifeti , 
qFf ^ qR TO q>t f^cTxT 3TR qJXFt F? ^ rft Ft XJTFft qif%q | 
ttfitq ^ qqq 0 kPa (Omm Hg) qg itxg itqr giflx* afk 
5^ FTC qqrfqT VTOT rfTftxj I fuFT qqt q?t ftqq 3TH TO# ft, 
^RT: yfWt ^f£‘l it xqnft t, Xjqif qft ft?R jfrnF^Fp? qg 3 mFH 
(l^wc) aftxf xjqfcfPT ftTOeT xMftfq 0.1 kPa (lmm Hg) if 3rf£rqx 
Ft vuicfl t qt XJ^ Tqq: (aqqt^f^qxcft) qq (ft<rg arfax) Ft xqFTT 
qrftxj 1 


xr^taro arjqq 'qr ^ xRt 9 3 ^ 4rr 10 i> st^ftr fcpm xjtrt 
^TTf%TJ | 
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(6) 9TRcTT 

(F^Fgt cp^fef%fcT€t) 

Pl^feiRaci 3 ^ 1R> :_ 

* $cll>£<M 3#^/3iaTcfT (ot|(?|cb'Wf) 

eft f>tRT fff (cuff) FTF d’tpdH FT F> FR 3 pKlde 

f€( arnfr 3TFFT 

* ^r^cPci 3fh/3Ta^T s'e^Rra ^ 

chK'^f 3T^TF^TcTT Ftcft t eft ?Tf 3TTTPTFWT ^T i 4 ^ 

Tf^cT #TT Flfa? gfa FF^^t ^ ^ 

30 •$ 'vftcR ^TTFTR FFTcTF F;FRT Ft FTTFT 

X 

nif^ I 

(7 ) FR> ?TW OTkTF $ fteRcTT 

FR >H4)cR 3 10000 ftfFJetfeF FRF FTP) FTF ^ FR 
TffR (fr?R $ft) f> #FF 0.4 kPa (3mm Hg) Ft srffjF? qRq^H F^T 

?)FT ^rftF | 

trftsFT 3tF«R "$>' $ ^ft—12 ^ sfjfttf Rb^i ^i^ft i 

(8) Fiw FcRt FTcTT T& 

i) FTRtf cR? FftFT (FTfttF e t 3 ft) afa FRF #FT FR> FR FRF 
^ fcR FTR^cRP F?tFT (FTf^FcT 3 ft) (qPl*ilnl EfTFT fclPif^'F 
efft FTR 7 !) I FiFT FR F>t FRF (^FtR’F) 3TtF FTF^FF 
(ff*R>FT F) FftFR Fff^TFFT #FT <£ FFRF Ft^ft FTt%F I 

ii) f^RM cTcF ^fsq>?M 


■ ■* m 


* .<• 


[TO II—*gpig3(i)] 
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f^tvSTScT ^JkT 3TcRTcT (4<u$&) 0.1 kPa (1mm Hg) #TT | sft 
f^Tt <pt nun w ^ *tpt w ^ arfircp f%^ tr 

R^mi \5 iht ft eft f^Fet ^ ^ €t wit #rt #ft i 

f%^t *R fFreT *TFT *P? fH 3fk SPR cf>t $<M$ST SeTFt STef 
ucfrai 5*r wr ff*R fan? yrrt sif%y % wf> ■'Tcri araf n em 

foPJ vjfnj I 3TS* 3jfa 3ISR W>-WP cfSIT Md-fl'*! ft*t ^TTf%^ I 

yftfiiR srist faftenn ski font qifet i 

(9) RfRT 1*155 3ft? JlleW^d St€ 

RlHd 1*153 afh? 3IT3j353 *TT*T 7WSIS *TFR ^ 

(3)ieiftcf> §C'< l ^'M, vjf^ mffPt'fo'T Rt ,T ici f'TJs) S> Pi*if u i ^ SF 
^Pl^el ffal *TT%y fo> TO 3*T ^ fo>3 fonj irq 1JT ^7R 
di|4»Kff g> g>RR cFP STS SH TO 'H't’eH ST WSTS SP *1313 

wkh n€r ft*n sif 1 

yltaKT srjsfei v n> foT 13 n> si^tk foRT yiRi sifl^ i 

(10) 3IcTPf 

nfo 3ToTFf IT^RTeT font ^ f eft t SR % SR 
cf> eft fft t\ STfoy I 

(11) gZWT 

i) SPP STS 

foRft TJSI #r Sgvjfr (Key) S> SRT fo^ft ’ft TO foRft ’ft 
V4e1<l«l JfR Sit PUMkT (abort) foRT vP W3T t 3fK l^Tfl 
^ilvfT^ ft Wen t I 

nfrann ar^yer s>' ^ ^t 14 s> 3I5 *pt foRT wrt I 
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ii) 3HTfa^>cT (access) 

^ UiilicTcT cfT^ ^sJld 

?nfcft 3Hf^>?T (access) R Ft I 

wi f<j Prsrt f^zrr vm^ i 

Hi) 

M>c^s ftR5'H cpT F*^HId cFet MAlfcWul)' 

(qR^iT) *f ^Hid uTRT vjM4>^u i ) ^ g r r Em Taff 
3>f F^T cTicT ^ «RFf cfc 3TFR'A|4> TJFfcRITcT ^ rnf^TJ 
f% cF^f gwcna HitflAH ^ sn^ci^e ^t ^ 

^ ^ Ft 3RJFt tl 6dF 3 F3T ^ Ft 

dl^, Pf> 'JTF f^rfcT ^f FtcTT a|R c^J 3R dT^i (Leur 
Locks) F^FTcT IcpTT uffft | 

iv) ^FEff ^rorr 

Fot4sJlPl4> ATT 3ffertfeF R*+> J Hi^Hi«?1 e>>T 3 ^ TFRT TT^Tq 

^?8TT f^RFTf 3F ST^TfcTF fcfRTT v3TTTJ | 

v) cfr aft? totct $ Trfcr srfMer *f art 

3TT^ W ^ 11 <t> TTFcT vJWTf TJ^T Rrtt <3rFTT 

| (q^Richd $ 1994 'H'WRU| W>T yq-yuF TJ. 

2.2) ^ftSRT ¥IF, ART 3 F^T RRFT ^ for 5(l) ^ mft 
sr^errq tj$ F^ft -AfTfl^ i 

3mr 'rerRr tiaq f%uj?iui 

(fotcfffrnPcT ^tcf) 


F^r Pur^if 3 PinPiRsici ?Rf fo FPft i 





35P*S3(i)} 
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(1) HTsoi 3ngT5T 

^ y-^K ^ cf> <?R £ cFT #nrat gjT qlfeFT 

f^iT ^n? i *rrq-W% *rasft ^ crar-fcift ^arotf ^ srjtncR 
^ 'Hwihi ^ ^ ’rttaRr arpr'er v g> srjm ftnj ^mpr i 

(2 ) tmocjimi cMtfk^vn) 

(i) JTRf*H+ ^ilim 

IfRf^ WT $ ^T 5(1) 3ik 6(5)(i) tft 3^amj T^t «M 
^TTf^ I 

3Fpf£T V ^ ^T 2 3fk 6 i> 3T^T f%ZTT u1l \iJ || | 

(ii) FTF 3 fctTZTT STT^ FTeTT TRirnTF ar^F 

(arj’frf^r) ftff ^ frIf? ?Pr ff f? Ff F*f ftf ft trwrt 
^ ftf ^Tcftff f^FT umj i 4 ft 5(1) ark 6 (5) (i) f 4 
3T^«rn? sHt ft%f sik f&«ff app/sr f>' f> 4ft 2 afp 

6 ^ FPJFnF Rbk; vjffT^ FTl%T[ | 

(3) (Sealing) 

(i) 7.3.1 c^F—FF Pl^ u l f^FF (<b^)d FTFT)) cFTFJ FTRn) 

fcHJ FFIcRFF) ?TF5F>4t FxJ f^r 77XT cfFT^ 
^'■^1 ?F tftaY FF FFTF FF FtFT % FT£>FT FTFF* f 4 
FfFTF fipTT ^ Rfr^f ft HfclfacI FWF F-FTft % :- 

fa) TJF 4?TF-FT4teFf F> FTFel 4, fbTF4 4)4414 l cR ftfFFF 

W TJF> f%FFTT FtcTT t; '{qn^iei FTF^ cfc feT? FTF-F Tgfc l ^ 
^TFSft ftFFTf FF FftFTeTF | 


fa) 3TRJ FT*ft 44l4)c>:T c£ 4 :- c|>R( J l FF ^leH l | 



_ THE GAZETTE OF INDIA: EXTRAORDINARY SPartH—Sec. 3(i)) 

(ii) Tift 4>T RihW fa# iff FRTeifa ^ ^8TT # tTR# tRT 
t # TTN-'RjfcT Wft fairSFT fxF? TIT ^STT ffaF ^fcTl 
cfc ^Fl *t oTHTq T3TTRt I 

(iii) fsRT fa# 3ffaR # <1SNdl ^ eFTT^ ^T## I 

( 4 ) tfST TPT fll-fltt'-T (Hira> 4 ) 

zfa tr PinfciRytf t^-chi sifacr # vjnxpft : 

(i) faRmfcTT cf>T TIPI 3ik/3TSIcTT ^S^lfa 

(ii) RrH ^ jfvR WIT 3fh? ^ 

(iii) *TFH 3fR RiRf 

(iv) #FoT STCfcTcT WIT 

(v) 3> IW ^ f^TfcT ^#cf «PT fa 1 ? 

(#T?) 

(vi) ^ (3TWI) R# # Tf? qftfa (H^#H) 1>? 

3I4R fuRfa fcR 4? WJcRT t I 

(5) RlWni ^JJI*TT 

(i) RRmldl $ 3T^T #J3TR 3 RlHfclRsId TJTPT^ ## Rfaf 

(■^t) niff tptR # fcR H^t4^ u f ydMd hCMi# crt HR^faRT 

(vM v^qi^cKI cRp—3TFPR cRT YRR, cpip # TT# falfel *t 

R3T TrTRT 3#? $?R R>S<rH # ^-S'JU^Hd), 

(T3) ^S^^eR *TcJF Ru-dH $<■<!} *Ud 3r# cjlel hR« 1# 'iH'WR 
c(tT ^cRief cf># FT# # xldlc|*fl fa X4ddl«l H141 FR 
3il3?d4d # T# RtWT F vjfff fa TJeRff ^ «d-S tM 
3 FFT #T Ff WJ, #FT f<J> W RsifcT 3 F#T Ffa cTJ5 
effcRT S#4lc1 fa 1 ? FTTcf ; 


I, |l| !■< t> 


IMI'I i" HI 


I "I 





MR?! TTSPra : smiNK u l 
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C^mn—Tgp^3(i)3 

(T) 

(**) 



w 

(®) 


(IT) 

(3T) 

fc) 

(3) 

(«) 

(«) 

(°0 


yp: f^Pf vtTT% 1 el PR> (cuffs) P>t RPP^ P>t fcrftT; 


^f5T p> wz WI Rid aft? ^f&RT TPPTeR ^RrflPcT P5Rt 
P> fcTXJ TOTI3 afa PR-PR ftRT RPJ, PF f^PTf^T 
P>t vjiicTI e? f% PP P> <fPH P>t \jrNf F? 2 ^TTcT v *t (<f>H 
PR) 3ltp TTI-M5 3fh WPP P* FTP P?t vjppft PTf%P, 
FR^ft fen? fcr 5(1) afa 6(5)(i) 3 p# prtsnart pf yp: 
'HcqiM'i Pf PR ^ PR ft>PT T?t mini rnf^ (PR ^ PR 7 
kPa (50mm Hg) afc 27kPa (200mm Hg) FTP P7 P$t«RT PR?T 

W 

ayper p (pft) p> aryRR pf peftRiPRr q$«nqf ^ ferp 

^R fcrfgr FT RRP>8T fafSr ; 

RFTFP> RPRPRf RflcT, WTFTWtft FP P> R^t f%RRf P?I 

fp p> pf 4 prt uRTfap ptrI PTet qpfFRjfra afhr qpTcR 
Rpsft PRTP5t P7 fcRfantf (vM F^p^’^fep) pttcFR, 
^aifiRT); 


Rind FRjR/aiaxiye qtef H RiRr^R; 


^Ic-s qlc-Cdl PF RPl^PT, Ff<t cTJ^I Ft ; 

5 'M^MM f%TJ vHI-l PT^ vjjMif—'tt'lcl (qfPP -dltf) PF RlRl^l. 
pftt etF^ Ft, 


7PRFTP Wt P> mRuIIH P> fcPJ FtfoPR 


FFf-3PT RTFR, Fft Ft; 

"3TTRF 3Tfa> ftTRof P> 3T«f PP f^TRF 


R^I 3IeTFt PF fopRF, pft W*l Ft I 


1699 G 1 / 05-6 
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sfer ‘<X>’ 


(3f$Wl4) 



1 

f^f^cf q> fcR f%Wc^ q>t foRft *ft (*tr) 3, 

0.1 kPa (1mm Hg) qft 3TftfNcTdi qSt sorter #ft ^rrf%xr qqffo 
f^R^T ^ ^ cFT q> qfteRfa qq ^T^kT ^ ^iq^lT I 

2 . ss*h fare vadtM (gfeatam) 4 arftamsr o&ptzi £fea) ^ 
irfteioi aft ftfar - 

^7T 5 (1) 3 ^ SftraiTrj cTP; ffflt I 

(1) 3TO 

(q>) 500 ft.oft. ±5% f® TR-TT qj^t SJRJ qq qq> | 

(^) O.lkPa (0.8mm Hg) ^ qnr 3Tftf|qdc1l qTeTT qq> 3f?TTfcf>cT 

(q) Iter? q)q^qq, ^ «rra qq (t^ qq), 4 W<^h qioq qrar,- 
(q) eft— *fRT 3(1"? Ffyf (hoses) 

(2) UlSheil : 

WT> q^ ?2[cbx! ^qq> qqqf qcfq eFTTq I ^rft>eT 4, 

qqfqcR qft qrgrRTcTT ^r, ffa sfh? sr?rff^T 
eFnq (f%ra i ^r) i 3 ck£)Hc$Pwci qq q*t qq qR 3 (qfe foq 
f^qr W t eft), ^ 3MF)qqq qft qqq ^ tm ftR^q 3 TRF 
^IclRqd 0lH^e>d ufrf | Sft^ciq 7 kPa (50mm Hg) qf 0 kPa 


«» wr* 4i 


■ll(||4 HIM) ■ | Ml 
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(Omm Hg) ^ «ffa t?R ^fr (steps) sik 3?f$rWT 

$¥R tR TTftgRT I 



(1) 

(2) ^ l^t'Hct.l 1%RJT \5TFTT t I 

(3) eng ^T HRfa 

(4) ^ey 

f%ra i : w$ ffefopr *f cf?r tfrin f^rf% ^ $ fcR to 
WRfr (measurement system) 

(3) tr^rwf ^ftt 

f«RT ^ qfreFT f^TT ^ht t, ^rf> to? 

(^cpfes fcm) 3ik $ rrrororft (cM^HMif^T) 

WTORT (frf^T) ^ 3RR <P TO 3 mR u IIH cqcfrT ^ | 
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3. 


7T9 Thdnsi <17 ^ TOTRT «£ sft ftrftr 


(l) 37W57 

* SPJefSI 'g>' eft 2 (1) 3 Wfcrf%f^5 3<TfcF? 


* TefT^fecp 



(1) 

(2) cMTsT^feP 3*«re 

(3) RjKT«s5'i f^r ^tftt t 

(4) fl^R 

(5) eng epT efcf'T 

f%ra : 2 dlMHH gt fJiTlcI ^ RreffaRT gt feP[ ^TFPf Mallei) 

(2) Tf^STT 

3PP cfc el^ct efcfa cffTT^ I cFlcfe? gtt 

^p^T ^j4fep f%^T 3 ePTP? (f%ra 2 $$) I 

P^f^PPoT tPT «te cfR <* (*fft f?pqT Ft eft) ^ 
^t-xfrfT Cf7%e? efft PFF ^ Rf^dH 3 ^ 3)(dRcrd ffcpf 

ul'RcW eTTP? I 





















[^nn-TTO3(i)3 


<I*N3 : 


cINHH 3ffa atTtfcTT # f^[ 1! 4?^ 4> f^. tol qft 

4olTipW%4> 3*47 *f 4R ^ 4R 3 iqt cT4> 4,^?M ^ cfri% 
f&TC T?TT (7€t^l A 3fT 'jTT'? :— 

(i) 10° 3. 'qt^fT cTWTR, 85% TTFTST 3TT5cTT (3fa cb'^R^l) 

(n) 20° 4 dIMHM, 85% TTFter 3TT7TTT ("TR ^Rr) 

(iii) 40° qft&fft dIMHM, 85% R^fiT 3TRcTT (4R ^If^FT) 

dl4*iM 3it? 3m{cii vPR «RTFJ T R yrt)«r> 3fN> ^ f^P? 3T^«ltT 
f ^ 47[ 2 (2) 3 *T&lMp>fd WZ 714 Tfc^R <FT ^SFT I 

(3) mR^iIHT 4ft - <|JHI 

fvjI'M 34 44 f%31 vnHi t, A'i)4)C'< ^ §Tscr>f^« 

wm dIMHM 4R 4R $ RTJwft 4> 

«fR 3RR ^ 7>4 3 mR u Ih! 4^ cijcfn 4R | 

4 WIT t«W <Wc14 47 ^RSt^Titer 4ft 4lWdl R«WHT 4> w*il4 4fl4W 

w raw 

( 1 ) f^rgcfm ^rf 44 3 trR4> 

(i) 347457 

* ^3TF^ra -sm^'d 4^7 dleddl OTFjfcf 

* 3T^ fR 7R 0.5% 7t 4R SlftRdddl 3TefT 4lc"e*fl77 

* 0.1 kPa (0.8mm Hg) ^ 4R 3lPlRdddl 4TcTT tj4> 314TffoR 
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(ii) 'ofibarr 

^TTFTF FTFF FF F> F> -31l'clRcf> cf5t ST5TRT 

elWcll 3rnjfcf cTFT ^ fuTFF>) FfcRTKIT frRlFfdl 3T7T 

FRrf Ft 3 h'ciR<r TTtF Fft yfcRraT ^ ttff>st 

Ft I FF,FrT clWdl 3TFjtcf 3 FftFcfF F?t F) t>d4 l ev 

^ FT 1 } I 0.1V c£ T^RT (steps) 3 ^t.Tft. cft'cddl 3n^ F>t 
«fFc7^ fF FFrTFTF FTFF FR FF FftfiFT F5xi 3fR FTF 
vjft ftfijTF 3T*ft F¥Tfi? FIT f FTCT FT ^JFcTF FteScTT 
TftFT RftlfRa F>} | 

F^t FfteFT cfTt FRff c£ Sfl'dRcb -^tTT Fft 3Tf£TFFTF 

aFfta FlcRTerr f> trst f>} i 

3T^sR 'F>' $ $TT 2 3 FSIlftPlRbe flffRiil F> 3PJTTR, FJFcTF 
Ffc^TT TflFT Fi} 0.1V FFIclR 3?k FTf^TFcT c|Wd l FT 4t, 
F&eTF F>}| 

(iii) MRuIIHY Fft FJjHI 

fvTTT XFdFiq FTFF FF FF FftffFT fifrqT FTTFT t FTTF> FR? 
FR TR^cTF 3ftT FJ^RTF qWdl TftFT F>t 0.1V eRTFR 3?tT 
FT^PToT dleCdl FT $F>$TT #Ft*ftFT e£ ?feF>FTF ^ #F 3RTT 
FiF 4 fRu||HI' cfTt RFF F>} | 

( 2 ) flipfkr 373rf m w carter - afteffift fstc 

(i) WFR 

(F>) FFuR^FeT 3TTeC^f^F FRF FtcFcTT 3TFjfH; 

(TF) FT 1 } FF FTF F> 0.5% t} FR arfaf^Wdl FTcTT F^ 5 
c)W41eT 



[Mmn—Tsrig3(i)] 


MK<T Jfsm 


'3TTOTT TJ T 
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(*0 O-lkPa (0.8mm Hg) ^ arfrf^HcTT cfTefT 
3TTrff^cT 

(ii) 1T&RIT 

wr^T«r ¥R Tfa g>t 3rrc^f^Tr wtz c iWed i 

3)l # ^ ^ I 'iWdl 3TFjffi ifRcl^n cRt 
Tf I 

5^ 3T^«fer ^ ihr 2 4' ^snRrftfcfe gflTRn i> ar^TR 

Pi*-i(ciRaci wtcem *r qfteFr ^ i 

* ftfddfdl gRT ifrf^cT arfSrW'T RTEjfftcT cjWd l (^fcg 
^fTc^vii), 10% 4<ilctR 

* ftrf^nrfdT gRT tflRia arfsjgRR RrerffRcr 

gte^dl g>T ifTKf; 

* Rllddfdl £RT tfrfrcT ^tcecTT, 10% 

4cil<4R 

(iii) qRuimlf uft ^FTT 

f^m wgi? w=r ^taRT f^rr wrr t, gR> 

gr«r 'd^di aft? ^ 'd^dd $> «frg aicR c£ 

3 mRuiihY cqw cp$ | 

(3) ■ftljpffer 3wrf qn *n?T ^rtcT - 3KR« q>tfe 

(i) '3M'W>'< 

TS 3FJW "& $ ^ 4 (1) (i) 3 crf&fcr wm R ^Hld 
I 


__ THE GAZETTE OF INDIA: EXTRAORDINARY IPartII— Sec-.3(i)] 

(ii) yfi&aT 

<dddld HTIR ZT5I dlcddl 3TFjfcf ^ I 

tft. dWd f 3TTTjfcf ^ IRT dW*fl<R vjft# I 

3FpfeT 'dJ' q> 2 3 Tjai|C|ft>jcl cf> 3FJ7TR 

qftaRT 

(<*>) ftPmfd i srt sfrftci arfSranR aifa ^t?th PtsrfftcT 

dWd l, 10% q^T5R; 

fa) RlPiqf cn SRT Rtf^T arf^KR 3fr? fterfftcT 

dlo'tcil *TTKI; 

(it) RPre feTT 1TRT TTtf^m ^TcR PtoffteT dWdl, 10% 

UdldR; 

(iii) ^ ^ 

f\R?T WKR ^FR ^ ^5T ^rffaRT f^TT vjTPTT t 

^cR 3jk £ 'Hd>dd $ ffa 3TcR cfc 

if qf^rnrf <Et czpw i 

(4) B^ftar 3*jrf ^ wr ^rtef qft ateear H qRdcPf - art^f&r ^rc: 

(i) dM'fqR 

3R«iEr ^ ^ 4 (2) (i) 3 ^STTdMcf 'Sd-wx 

(ii) qfrRT 

YdrTrra hfr zfoi cjif q # dWdi 3inj|cf ^ qrT# i tj ^ 
dWdi an^ 3 MRd^d dW^c^ ^ i 5V ^ 

(steps) 3 q # dWdT -arnjf^ q>t dddcl qFR 


[Win—3F53(i)] 
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FfTSFT 35$ 3ft? fvH?T ftfs! 7 !' 3? 3T3 3TT 

??T t ^J?T 3? i£ftWdl ?fRT ftsjffccT 3>$ I 

spper •gr <& tt?T 2 3 jjairaRfa 3> 3 fj?tr. ^t?r 

Cflc^dl ?faT 35t 5V «T?T35? 3ft? f^tdfRcT 3te5?TT 3? 4t FftfiFT 
35$ I 

(iii) qftorpff 3ft ?jeht 

ftRT TOR 3T33 33 qffaFT fftrqr RT3T t 5RF& W 

313 >H3>dd 3fR R[E?fRcT 3Wdl 3? 3ft? c|Wdl #31 

3ft 5V 33T 35? $35$?T M»fre? 3? ?T3ftR 3> #3 3RR 3> 
353 ft MRuiHlf 3ft ^333 35$ I 

(5) Rljjcfta 3wrf 3IW3 3ltcT ft flten HRfltfa - si«R<re 35$C 

(i) tflWf 

rt softer 3> ft?r 4 (l) (i) ft 3SMiciRfci ^RR<IR ??ftw 
35$i 

(ii) tffozn 

ycraqiq •ilM’l 33p 3ft ^t ?ft ftleCdl 3TT^1cf ?) ullft | ^ 
?ft ciWdl 3F$cf 4 MRcIrfd 3ft ftcdftR? ft 3Tft I 

c|Wd T STFjfcf 3ft 33R?t ^ ?4d«M TO 33 35T 
qflSFT 0.1V 3> ?ftRT (steps) ft 35$ 3ft? fcRT $11^1 3? 3535 
3T3 37lfaT W t M tR ^dcR dWdl ffterfRcl 35$ I 

RT 3TJ3S1 ft ft?T 2 4 3«MMRtd yfftdl ft 3R3TR ^IdH 
cjteScTT 3ft 0.1V 33T35?, 3ft? PlfcftRd ft<?cai 3? ft) 3ft8FT 
35$ I 


1699 GI/05-7 
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(iii) ^EFTT 

fuRT FFH ^ q>T FfteTur fcFRT WTT t. qjrp 

FT3 3ft? Rf^fRcl tlWdl F? 3lt? cflVddl '#RT 

^ 0.1V TOcR ‘Hl'ilc* '(H’cArH c& 3trf am? cpf 

Ff^llHt ?Ff 3 cZTcRT | 

5 i!<tn<in WT RttoiHT W gpsrf ^ gft gfeTT if xiRgcfaf 

f*to f$n? xrfhpr ftflr i 

(i) wf <ft sfmRcfj 

(i) 

* SlilUd cfr^dcll 3TPjfcf 

* ^ft Fd JTTd 0.5% ?t cfRf afRffl^cTdT cfTcTT 
Fte5*fkx 

* FfRsRdf) ( 3ft?/3ia.RT FteRFTw 

^ f£n? ^?fe ftpjcte? (3 ?t 2(15) 
^). fcRPt' f&5^F? ?t (T^R) fNI ^ arfcTRcfcT 
f^cFT FFFT 3> WI FH ^ feTJ 0.27 kPa (2mm Hg) 
^ 3 TRrP ^ FT, 3ft? 3RRR ^ feT? 7T? ?cfcTFT«I 
Hidl cf) feTIJ RfHcd vid-l'd ?t : 

- Ri't-cTfcHcf) : i6kPa (120mm Hg) 

- 'SM'c-K-drciq? : llkPa (80mm Hg) 

- RTF? F? (Fc?T fe) : 70 RR3 - 1 - 80 f*TTC - 1 


[Minn—7sr^3Ci)3 
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(ii) 

wi ^ ^ q # JjWdi sfFjfif ^ grts 3 i q 

tiled cl I 3fF$rf Wt, tlW4ld'{ ^3^ eTTJ, Pinfold I 

RTO tra git f^rgct^? c£ ^TTar gfr^ ^ | . 

^ cRTT# ■>]# yr^> dWdl 20 ftgetfes y«td<N ’TR ef: 

* RlPt-Hfdl 5RT Ml Rid, SIPRkR PierfftcT (^fes) qtoddl, 10% 

WSRR; 

* ftfWdl sTRT ’Ertf^RT 3TpRnR afr? ^JWT Prsrfftd (}fts) 

dleddl W gWTR 

I _ _ __ 

* fcrpRfdT SM trrRcT ^Hd*H q)eddl, 10% srS14»! 3 | 

(iii) mRoIIHI' 3>t ^£TOT 

vtr<ta diced l W? tR Pr?R foP? 20 qiadl'dil’ qq tgK} 

T fFT 

(PRdffeRi aft? SI<1'Wife!4) gpT 3TeFT-3TeFT clct ^) slier 4^ 

(3) Rtjcfl'q s?3rf gsr gim carter - sw^<tc g^s 

0 ) 

(3>) 1 TSaR^qcf SldWd qRS diced I 3TPjfcf 

(r) ’Rf qq qpr ^ 0.5% *ft aiPiPdddi to qtc^tts? 

(q) 3Pjqsi ‘^' 3> for 5(1)0) 3 qaiwRId fcTS f^ctS? 
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(ii) yf«i>yi 

ww wi tin ^ $ armf^P g?r 

WIT # ciWdl 3TFjffi cFTT 3 pK-icfl gfcRmT RPmfcTT 

eTRT RPR^e PRpfta ^vjrf arfcrf^P ^ gfctwroT £ 
7PT353T Ff I vJWfcfflT «JdR4l ^ ^?TRT F^TToT Pfr? uTT^ cTR^ 
titil tpftSRT IV 2 ^ yfcraicn # TO*! RrTT uTFTT 
wf^tr 1 

ciWdi arnp ciW^d^ ^sfcR PutRid ^ 1 
V<tcKl«l irm tin <FT %5^cT? cfc >RTST ^ftF I 

3^jrf £ 3ITdR$ ^TtcT g>T 3Tf^PcR 31^1 

SrfrRlW <R <f$ I 

\l«td<N cfc 20 Rf^fcg *JFT FTT arptr £ ^7T m .4.(1) 
(ii) 3 WdRfd click'd I TR. 0.1 ^ftcS F5T3R sfr? 

dfPHcH R-ii^Rcb) FTe^cn F? ef | 

(iii) MRuilHl' ^ERT 

TTc^F) cfTeScTT ^ Wi foP? FT* PPTcR 20 WWf M *TT£ZJ 
^TFT (RiWllcict) sfR FTWTfcfcp ^TH aTcFT - 3TeFT) FITd 
^1 

(2) .l^cfhr 3wrf qsr 3 TT dR» Wfcr : F57S 

(i) UM-W* 

* i^sr^icT affc^RF wtz ciWdi srnjfcf 

* ^ 7R FPT ^ 0.5% T) dR 3)R|Rzlddl dTcTT dic^W 

* ar^efer '^' d> fcr (i) 3 ^MPfd Ri^e^ 



MK?T5?T, 


[vmtl—75P53(i)] _ 

(ii) uQh<ii 

Him *rq q^r ciWm srnjfcf ^ ufrf i ^ ^ft 

^ < ’ ccl1 3TTT jf^ ^ ^>^C< ^sr# §q faqfecr <f$ I ^cfrl- ^ i ei 

w qq. qrr ftrgcteq ^ war qfri:' i 

^ ^ ^fT q? 20 ?qfRR ?qq 3; 

(^) ftPHlfll SM qlftcT, rn^m ^ Cftecm, 10% e^TcR 

f^rf^T fTRT tffftcT arfSj^KR 3fk qjjTrPT efTc^TT 

w qsq Tfpr 

(*r) f^mfcTT SRT Wtf^T ^TcRl $fts qtc^TT, 10% q^RR 
(iii) mRuIIHI' qft qjqqr 

c| ' lc "' cal ^R RRtR fcR qq 20 q re*J | <bT qq Tftq 

^TH (RiwRm, 3jk ^RRStfcR? HPT OfePT-STcPfT |q) sM 
^ I 

■wAfew ftRW *» wmA ftflm (nw state,) t* trftaoi qft 
Mir 

i 

(1) 3RW»7 

0) '^Hy<TO 3TR5K <PT TRj TTCscT ETHJ ^ eRT Rtf cf ^; 

(ii) hR ^T^RIIst WRf qq (t^ qq), Q-l^h gfer w ; 

(iii) ^fq cfm 

(2) qfitar 


^ cR^faft qjRujf ^ Tf WcrfTfa qfteRT q^f 
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f^TjT Tjrr Mm RRhIcii fto FftaFT-FfstRT 

3RFR | 

F^tam 15° Tt. 25° cj5t ^5T 4 WcT (ff^'f) diFFR F7 f 3 I 
F^taRT Fpm fjt^ ^ FFct ffttftf ffr y u ii<Ti ff ftfrr ff4 

F^t Fi iFfRRF dTFFR FF Fippt 3 | FRi F?t fttfeTSF Fi TFT 
fTT FFFF #t£ (fct 6 (2) ^) % FRJ, #? RTF FF WRIT 

FTF^ Fi 4off F> foR FPTR FTT^ FTFt FRi (cuff) F>t Fftf?T 
(FTFfrTF^FT) f^rfcTSR F*t Fftfa Ft FTTcT TfcRTcT Ft FffaFi F Ft I 

Ffe 1 : FF F> 1%FFt $ FFT 3 oPt SetF^RFiPlFid FFf F?t TftffFT 
i> fcR ^'klHId fcfRT RT FTFRT t I Fft FTcF W^t F5F Ft 
Fgct FFFt t, FftaRT Ft FtFR FFT f^TT RR | 

Fte 2 : fFT F^taRT Ft fcR f%Fft FRIlRbd ^Ft^tSF Ftt 3TTFFFFFF F^t 
f FFtfcF FTF FF£ FTF FTFkT {Wf> $FTF fl%Ft?R) 3 Ftt 
t%FTTF 3 f^RT RTFT t eft FftaRTTsfR TJpR $ FRi $FTF 
f^F^ FF F#FTH ftRT RRTT t I 

FH tpftaTR FF FTR FF t F&aRTTSfR FR^t ^JeT FTFR 

^ FtcF 't I FTfclf^FFT F^F?FT ^ R'ttN (cttmvH) «TF FRiTF 1? I 

FF TftaFF Ft) ipft FTFF tFF 3 FR Ft FR FTF FFTFF 3tcfF FF 
FTF RFFt (f£rt) FF FixT I ('JFTFFFFf: 7 kPa (50mm Hg), 13 kPa 
(lOOmmHg), 20 kPa (150mm Hg), 27 kPa (200mm Hg) 3ftF 34 kPa 
(250mm Hg) I FFffti 3Rct $FTF F^F FF RFt Ft fcR tf?TF Ft 
FF^ FJT FR^t ^ SRUlFHlPtFi $F<ttfolRlFH (^RTpifcTFi FTcJcR) 
FFTfcR FtdT t. ^FlfcR MldFIF> FF^ Ft FF^ 60 FtFvg clFJ ^1 
5 f^RF Fit 3Rl§r ^ FtFR F^tT oftFnF Fit FTF ^ 3ft^ F*TTt 
FPt fR FR FTt ftsrfftcT Fi^ I 


%Ut ■ \ >l| 





[‘qmn—Tg*s3(i>] _ 

(3) MRuimY qft 3|JRT 


VRff XT31MS* : 3RmYTm 
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VR cfr^5T «ft. fiR3 BR eft <R 3 Prmz ^ ^TI ^ CZT^T 
^ I 

«w ft f^Niie aft m (dm ftmtm te) ^ nftenn zft ftfo 

(l) 3TOT 

(i) 

(ii) %ReT arrange xfr€ 3jk O.lkPa (0.8mmHg) £ br ari^RcTT 

^TcTT 3RTlT^d 

0*0 *TT BPR 3TcRcr (fcT^RT) 

(iv) 

(2) wftsrr 

tt?R R-s<r?M B?t dg'xj'l TR BT ^jf-R 3fc|A|c|j q7 ifft' j 

^rte i •• w artf^RT t ft> f>f~R arcRRfr' bb st^t amj, 

3pft tR ftxfR %7TT vJTT ^BT t, 3RT: Bgsjf tR %TT 
^ ¥H ft ^flcb l jj t I 

^fte 2 : 3RRRrr (fiTRRT) e£ Tt aTTBTRf ef>T f%7TT BJFTT rnf^J, 

Wt feTB (3TcRR <ft RfW) eft ^7 ^iURkR 3?k 

W i' la * 1 ^ Hl ft B^TeR Ff fuH<t> 7TT2J feRft faftiqr 3TRFR BB 
^ (cuff) 5^HM B77ft 7ft f^Lh l Rv i 7ft Tji Bt | 

^Tte 3 : 7TB 3rtf$T?T t f>f%B aRBft ^ BRB 3TcRTcff c£ cT^tftBB 
($ollRt;ct)) B?t BR5 fcl^W^ Btft rn1%TT | 
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8 . 


i)B^¥R B? FB BTB BB 5RTB BFcTT t BR5 
y4>l>> HTFTT BBT %, 3RT: BR ft BR Bt 3TcTB—3TcTB STIBtR aic) SIBBBt 
cf>B ft BR BB BTB fcfBJ BB BTBf ^ fcTB BR5 oTBTB SCH< I 
B*t It-^B 1%BT BIT bbrt t I 

amffjfR fB>fB B?t <!MtB B>t wi ft I amifecT 

^Tf^f iiM)4tc^ cfr 6|i6<n f%B& BTt R<BlR>B ^pld ^ vSfr^ I 

(3) MRuiPff B>t x^dl 

R-^creH fe B^t 8 kPa (60mm Hg), 16 kPa (120mm Hg), afft 
24 kPa (180mm Hg) B> BTB BR) BB B>f O^ft 

jclc^R ITB €ffeB ^tB B>B I $BTB R-s^M fs BB MRmcm 
3 br BRt 8 kPa (60mm Hg), 16 kPa (120mm Hg) 3tfa 24 kPa 
(180mm Hg) B> foR 3fR BTBBBf B?t RlPtH BfffsRt (BBiR^fB) 
^ fclB 3TcTB-3IoR BTR BR B> WT 3 B>f I 

fop* ffSBBR fB BcB *R Rnft Ft eft BBB fB BTt 
| ^ bRbr Btt 3?R RFcWM fB BfcT BRB ^ BB ff 

RBB B^f I 

$ftia arsa sfc f«*u trftem aft ftrfti 

(l) 'JM'M"! 

* BRB: 100 f*t.ett. ± 5% 3fft 500 f*t.cft. ± 5% B?t ffTBcIT BTef 
Bt B>^ (fffuT§) Bcfa I 

* 0.1 kPa (0.8mm Hg) ft BR 3)RlR*tadl BTBT 3I*iiRbd fB^B 
itd1*ftBB 

* €t- 1 ftB BV^BBB 

* •^btb BIB 


[HFTII—^r^3(i)] 


MTW '5FI <1*1 I df«l«HV>l 
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(2) ufltarr 

qftOT q>T 3*5 ^ WR m 500 OTfa 3 q# I HcivSiid/flRJ 
fcrfSr (mode) 3 w q>) «qm w) wqra qqft znff aft? 

q? wot w) qift qsfi q> fch? q^OT qft ^ $ WR 
OTT 100 fo.eff. OTN *f ^ I 

sRiff^cr cpt q»t qqq ^ ftreeq 

VJ114 I 

fcr 6(5) (iii) f^q 7R 3TJRR <JR ^ qjq SlfaWR W'CR) M 
60 ?OT 3flR 3R-S qqyffTS q7oq OTf OTc^ 3 
(qq<ft$e) 

wrera qq f^W q^f fq fcl 6 (5) (iii) 3 RPrf^e OTq RRf 
^ 6p[rT qq WTq qR (4<sl) 

(3) qRomff qft ?pRi 

hR u IIHT cpt qq) OT? qqyi'l'tc 'FTRq ^ WT 3 SJOTT I 

9. 4 hit ^(Sji (tim <wi»i<n) id 610 *rfteioi ftfti ■ 

(1) dM^bi! 

(i) 500 f^r.cfr. + 5 % qft stott otcit qq> <r>-si otN, 

(ii) 0.1 kPa (0.8mm Hg) ^ 3tfafccR!cfT OTcIT 3RTTftqT 

(iii) ^q£t-H<$Pl<t>ei OTT; 

(iv) qfq^, qfct otcT qq (t^ qq) ^fqcterq qT?q qrqn; 

(v) £MftT q^fae?; 

(vi) ffcr (hoses) 
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(2) U* i frilftM 

^ 3RRrr ^r, if wciftid trftaRr Rgf f^rr 

«TT ^T5>?n cTt f^Rfm jJRT fR f cRcP tpfffSFr-'gf^-qT 

RRRR i 

$ w4 cf?r vsrra rr* <# f^, 1 %^ ^ 

+ 0.8 kPa (+6mm Hg) 3fk for? -0.8 kPa (-6mm Hg) <£ 

*R rr ofr? m cfo <fo rrj^ i r? ^ fiforid ^ 

% JRfofa RR RRf $ -0.8 kPa (-6mm Hg) afft +0.8 

kPa (+6mm Hg) RT fopfR^fap t^ 7 (error) t | 

^aRI ^ ??cf, >RrRR RPff Tra g> rnw? cRzl 

3Rif g> RTRRJ cOMHH tR tr|^Ff ^ | 

Pi*-i(elRsict R<teFT R> fcR* MTR *frft RR cfo 

■^3—3R <ffo : 

* RR <F> sfRfo if 1 00 fr eft. ^T Rcfa RRR; 

* €f-xfrff cpijq-cty Tfj) *TR^ ^ 3TVI (Phcl ^Xp^Tf ^RfxffR? cpf 

Rl+iH 3 cTRT ^ (fRT^ cp^); 

* cp’W* 3?f RRR ^ fcR/RR?FT xfo Rf 
foRRR if eFTT ^ | 

* ^MfrfT R^RR ifo RRR ?f fr?R RH^cR <fo Wj£ | fec|, foRRR 

if d J l I ^ | 

RlR ; Rl% <jfqfc)M-ic(5 ff Rf, (^r«f) sdcM'H (foR^R) rr^ ^ 

tf^R x^H^cR 3ffo ^^R/>ncr?M rf? ^ ?-ajrR xj^ xjcp 

^JR^sRT xftf ^ ^#RTcT forRT RR | 
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PinfeiRad stjttr cf>r ?cii^ <fk : 

(?f>) ftPwIetl IR qqiftPlR*; vfkMtf^q qic^ qk | >!ckKI<5| qkt 
^T 5 f qft *fte (mode) 3 qft \3McH*I ft eft ^cT qk I 
5^ ejkr fTf fT«r qft 13 kPa (100mm Hg) erq^ «rarj qfk 
JTCftfeT T TR (foRtf 3c*j) ftqq^ cfk | 

fa) yfkMtftq' q> qqq r Utr/'H<wh qq qq fkfw qrkt 

^feep ftTFcq k +0.8kPa (+6mm Hg) qq Refer (q>k£f) 

*f5f $h>k 'drM'-l qk | fR qkpf qftaFTT&Stq qq qq ^kf^?PT 
effe^ qq q>? ^ qT fJRk cFTT fkff sR qf? dtk ftuf qft 
W? Ptolse) fq (fflWf) I RkKM TTTtft qq. qft Rfckr Rtf 
(mode) 3, qft 'shciot ft eft, ite qk i r# cjrt rtr qra 

q>t 13kPa (100mm Hg) era* qqk I qfe f%Rk fcpqr qqT RTR 

(3>) k fek Rtj HR q>t cpRT 3 0.8 kPa (6mm Hg) qq uTTelT 
t eft kfkt ttf£q 3tq> t I 

(q) Ritcq 5' -0.8 kPa (-6mm Hg) $ Rem qrq <£ 

(?3) k ReTTI? R^ yf^RT qtfRq I Vqe1<l«l Rfft qq qft 

Rtf (mode) 3, qft "'3M<H<^T ft eft, kq qk | fRqf 

effeT RTq qTR qft «RTcR 13 kPa (100mm Hg) SR % | qft 
(q>) 3 feP? qq rtr qft ReRT k f^kt f%qr qqr rtr 0.8 
kPa (6mm Hg) ff stirt t eft qfkMtfeq r# t 1 

10 tpq* vm qznftzm 3f aicrassr (Qhk*) z& trfterm aft forffcr 

(1) RTRFq 

qf q^tarq qq qqf qq ctt^ ften t f^qk kqq 3 ttr qrkt qt gm 
qrq v^kt ktf£q # fteft t 1 
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* 500 fft.ftt. +5% SRcfT RcfT *F>F[ «fcfa 

* 0.1 kPa (0.8mm Hg) ft 3 R 3iPif>T^clcll stftffftcl 

ftlftft ftftftTcR 

* EFT cfra 

* ftt-ftftt 4,-We>! 

* F?T SFjftl ft ft^T 5(l)(i) ft t|94Rfftcf ftftft fftgftF? 

(3) ifSvOT tfft 

<Ff> ft <Rft ft 500 Reft. ef>T Wcfa cFTTft | cFfaeft eft 

trf ft iftftF ft ftsn'fftci ftpftft ftfttftk^ ftk ftfts 

fft^ftcR cFTTft I 

fttsm ^ ft q?ft, v«itrr TfTft fts eft srfftftf ft 

TjajTcrPftr nfthr wti ft fttrft *r qfsrft ft i 

3FjftT ft ft?T 2 ft RftTJT ft 3TJHTC fttft-ftRft 

ft 7 kPa (50mm Hg) ft ?R FH (ft?R ftRj) <R gjtp 
ftftcPT ftt RaRcTT ftt ftN gft I 

TrqfcivwfT F?TT3Tf ft, cR TFR (t,) fftjffftT efft ^3R c[R> FR 
ftftcft ft Ffft TO mRcj^H O.lkPa (1mm Hg) ft RKTT t I 
xra ftt fftra ftfa cf^ft ft «tr ^ft fftra ftfa 3R ft i trf wr 

RtRR FTft ftR ftor ft 3Tqft-3TR fftra-3TR5 Rft ?R> ^ift I 

fftra ftpT 3Rft afft -m ft 3Rft-3iR fftra ftfa Rft ft ftfa m 
WI (t 2 ) fftsiffftT ^ftl wm tjWI t, ft 3TR? R T3^ft 3R 
fRt rtRtj i 
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11. 'i<tci<5id ftwf?R f^nrcTT ft xtftaRT (cTTW^T 3ft? 

(3TRcTT/humidity) g>r jrr) 

(1) 3M«>? 

(i) ITS 3^'tT * <t?r 5 (l) (i) 3 ^arreWcT %ctcr? 

(ii) dm*iN fcR 1° 3TF^cTT (humidity) ^ foTT? 5 % ^ 

srf^fgcTT 3> ^PTRfvjFT (l{«Svfl'tc4c) ft\ SFTeTT efTHT ef g rT gl t fccb 
^R? 

(2) WfSrZTT 

fo^cte? ft\ WJTm ?f ftTRe? tlt^R Tft 3TR ^ | 
f^ cfNHH 3ft? 3TT^TT ft tT^cfj ft ftpr ^ d<N 

ft%- +dl5^lccr> ^R? 3 cJR ^ 3R 3 cTep Rft> 
f^T? t^erfeT 3 3TT vJTTT? : 

(i) 10° ?t. qftM dlHHN, 85% TTTtST STTSeTT (Mfe* sjftfe^t) 
('TFT cb'^Tti'l) 

(ii) 20° ?t. MR^f) diHlM, 85% ?TFfaT 3TT5TTT (ftfa ^ R r ) 

(iii) 40° 3. qftM CTTWT, 85% TTFffiT 3RRT (^TR cfj^ftR) 
cTTRIFT 3ft? smfeTT ft tfc^J ^ £ feR q^aTRTEfRT ?cRRR Rtft 

ft 20 Rt?cr tow (ftf^F) ^ | 

cfR^fccb 3 r? 

* ?^T | TTteTUT <FFt ft tr^ cTFRR 3ft? 3TTlfcTT ft 

m ?^?rr Rtf m tft sfn wt % \ tf^-sr? 

(arg^rt *f ntf «i ft feR qsjiciRla) rr ?re> ?otf, ftf? -r ^k i ci 
(20 PRa? 'ftfe'l) 3ft? 'i'fleb «TR >;cm^|6| Rtf tr R<r 3Tfcf> 

<F? 3 | 


-IP' <& 
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(3) mRuiihT yft 


afR ot^ctt y> rI^ yy f?R yy 20 Pr?r MioqiVf 

yR (ftrRTfeTR #7 yR 3RR-3RR ^ §q) 


cfiT qeq yR (RTRTtRR 3fR ^TTRSTTcTcF> yR 3RR-3RR cR fy) 

urn I 

yR : xpJ f^TRcT yRrftPT £ fcR cfFRR 3fk 3 tRr ^ Wy 
y> qftSRT Rt 5RRJJTR aft? fRjeRy 3 Reel'll' 

(^r^tr) yy ctprr /arrcfyr ^ yyry srr y^f fiRn rt 

RRcTT, 3R: y$«RT y> ^JRTRR y> TO ?y ^ ^RRf Rt RR 
3 W RRT RTflq i 

12. Fid 7OTZ7 FIFF ^F^FIIFT F& SR 851B Rig -Mcdc# fteiRHI 

^ «rfteioT <gtft ftrfti 


(l) yf^rr 


'R' $ 2 3 W 

yy> ^ y?yt y? yftary r 3 


yt SR/HR efd WI 


yckiyry yry^t # ^ yy ^ 10,000 ftrgoTfos RT^ff yR ^ R^ 
fuFrti yR ^ yR ^ fty yy rr yR yR rr ?t ; 

* RSFC yts : 20 kPa (150mm Hg) 

(y^f yt feR ftfSr) 

* yyRR/flRj yt§ : 10 kPa (75mm Hg) 

yfe v yftsRijft ( 3 )Ky><H 4 )c^ff) 3 jk ytyy yiyy> (arnftcfW^y?) f^rffer 
^ ?rrr yjy^ yRt yyf ^ fcR yy yftsRT ytyf yte 
(modes) *t f^RTT RR I 
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(iii) ’TFT 


(3) 


ftn >f4ric;i6i ^rnft h? <i> hc*Jr rrS n>t 1 
3?f§THRH Htoridl IRR ftr (j) cf^T 


^ ff*TcT HR eft dcRT (r) 3ft? (h) *f ff*R HR (?f 
<tRj) ?t I 


*® 4w itateisf ^ qAm 


14 feiubH (oraffffe) ancr afr aw 

ait ftrfti 

(l) 3H?R? 


(i) O.lkPa (0.8mm Hg) ?t RH 3Tftf$HcRT HTcTf XJR 3?>n'ftR 
^R$?T 4Ht*fte? 

(ii) eft' 1 ?!?? R%H5? 

(2) HfftWT FH ^gWflJR 

cffr HHH ^ ^J^fcfcp f^TRH 3 3 f?rffcRT ^H>^?T *tHt*fte? 

eTHTH I 

^RHTH HRHT ?f?i R$ | FR HRt (?Rft?R) zfr ?RH HR Rt 
fd'H’d (3Rf€) R? ^ | HR HT? 3ft? ?RKM HFf 3ft? RH HHTTt 
?THH 3T«ff^ R? ^ | zrf^ ^'ciycici HRH ?THH it eft 5?ft HR 
(mode) 3 HffSRT hT??th | 

?HH ^<art F[H F?T HR RT PlylSTH R^ fef> cfHT ^R)-s HRR?H 
Ft HR t \” 


[R1. H. H^TR-27( 1 )/01 ] 
wqo Rsl, |c|*)h «pqq 
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: ftftt ftte ft '<cKKI«l Wt ^fleT ftft ft fcH? (Rgeg/R ftft g cH / 
ejf Tftarr ftHf ftte (modes) 3 fftnT gtr i 


(2) mRu|WT ftt iJjrTT 

to trftsFT ^ ftk wm ErqftrcftR ^narf ft ioooo fftgftRg 

TOT? hi 4*1 ■qftl ft HSel 3lR «IK ft c;| 6| xFfc^TT ft efR 

ft?R ft ^ ft mRuiih cZTcR cfft I 

13. ftpsisi 4°iy<±/airasstp a£ amaisa ^slcRRf 3 #? «nsi 

«W«iaff afc yarra y#terc»T aft ftfti 


(1) <WiM>i! 

* 500 Reft. ±5% STReTT cTTcTT RF cf>^T <JcR 

* 0.1 kPa (0.8mm Hg) ft aiRR^rcmT ^TeTT smffftcT 
ftF&T ftftftfeY 

* ^Rert? 

* ihR ftft ftra fti (f;g ftq), ftRftrR effc^r ft Toar 

(2) uf?hill 

eFT ft sRft ft 500 Reft. EFT «leR cTTTft | ftt-fttTT ft) TRR ft 
- 4 ftR« t> fft>wH ft ftsftfftd fthftrr ftftRR? eroft ftR Pi h fa Rad 
3TJHN ehRell^ Efft ■■ 

(i) cTT«T ftt 13 kPa (100mm Hg) cfcF err ftR Rpft fftzn w 

Hid fftFlft I 

(ii) ftfa ^ftfftcl TTeRR TOft ftoT ft ?TTRcT Rpget gTOJS/ 
3mjrggg ftfeft ft Tiftr ftqftf ftt ftR-Rftg efR ^ (j) eft 
■ftFTTft I 
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[MFTII—TST^3(i)] 

ISnn'ft : f^m rrr^ 1 ^oJT^, 1987 arfSRjrHI ^R5TT sft.iR1.3TR 

619(^) 3Tff|R *JRd $ 1F&TH ft UifclRld %<t ip? sft. 3lk 
«TR ft f^FTI^TR TOTtf^T f^T W - 

I. sft 1RT 3TR 354 (i?) dl'ft'O 15.7.91 

2: vJfT iRT 3TR 681 ($) dtfftg' 20.7.92 

3. sft TRf 3TR 27 (^) dl'ft'ii) 22.01.97 

4. sft 1R1 3TR 591 (f) dl'ft'JJI 8.10.97 

5. sft 1R1 3TR 629 (^) cTTfRl 29.10.97 

6. uft !R1 3TR 323 (|) dl^<£) 6.5.99 * 

7. vft IRT 3TR 892 (^) dl'fl’id 24.11.00 

8. sft TRT 3TR 551 [f) 25.7.01 

9. sft IRT 3TR 842 (i?) dlll^l 9.11.01 

3fh? ^TEffT 3 T^RJtRT Sft 1RT 3TR 327 (#) dT^I 6.5.02 

10 sft TRT 3TR 665 (i) dlft^ 25.9.02 

II. sft 1R1 3TR 253 (f) dl'fKsI 05.4.04 

12. vift TRT 3TR 541 (i) 25.8.04 

13 sft TRT 3TR 199 (t) cTT^75 31.3.05 

14 sft TRT 3TR 238 (3) dTftW 15.4.05 
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MINISTRY OF CONSUMER AFFAIRS, FOOD AND PUBLIC DISTRIBUTION 

(Department of Consumer Affairs) 

NOTIFICATION 

New Delhi, the 2nd June, 2005 

/ 

G S.R. 351(E)._In exercise of the powers conferred by section 83 of the Standards of Weights 

and Measures Act, 1976 (60 of 1976), the Central Government hereby makes the following 
rules further to amend the Standards of Weights and Measures (General) Rules, 1987, 

namely:- 

1(1) These rules may be called the Standards of Weights and Measures (General) Third 
Amendment Rules, 2005. 

(2) They shall come into force immediately on the expiry of one hundred eighty days 
from the date of their publication in the Official Gazette. 


2. In the Standards of Weights and Treasures (General) Rules, 1987,- 

(a) under the heading “INDEX OF SCHEDULES TO THE STANDARDS OF 
WEIGHTS AND MEASURES (GENERAL) RULES’, under the sub-heading 
“EIGHTH SCHEDULE’, for the sntry “PART VIII Manometer of instruments for 
measuring arterial blood press’. ts (Sp: gmcmanometers)”, the entry “PART V1II-A 
Non invasive mechanical sphygmomanometers and Part VIIIB Non invasive automated, 
sphygmomanometers” shall be insetted. 

(b) In the ‘EIGHTH SCHEUDLE’, for PART VIII, the following shall be inserted, 
namely:- 

“PART VIII - A 

NON-INVASTVE MECHANICAL SPHYGMOMANOMETERS 


1 Scope 

This part specifies general, performance, efficiency and mechanical and electrical safety 
requirements, including test methods for type approval, for non-invas.ve mechanical 


i 
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sphygmomanometers and their accessories which, by means of an inflatable cuff, are used 
for the non-invasive measurement of arterial blood pressure. The application of the cuff is 
not limited to a particular extremity of the human body (e.g. the upper arm). 

Within the scope of this specification are sphygmomanometers with a mechanical pressure 
sensing element and display, used in conjunction with a stethoscope or other manual 
methods tor detecting Korotkoff sounds and for cuff inflation. 

Note: Luer locks shall not be used with these devices 

2 Terminology 

(1) Bladder 

The Inflatable component of the cuff is called bladder. 

(2) Pressure in a blood vessel 

It refers to pressure in the arterial system of the body. 

(3) Cuff 

It is that component of the sphygmomanometer, comprising a bladder and a sleeve, which is 
wrapped around the limb of the patient. 

(4) Diastolic blood pressure (value) 

The minimum value of the arterial blood pressure as a result of relaxation of the systemic 
ventricle is called diastolic blood pressure. 

Note: Because of hydrostatic effects, this value should be measured with the cuff at the 
heart level. 

(5) Mean arterial blood pressure (value) 

It is the value of the integral of one cycle of the blood pressure curve divided by the time of 
one heart beat period. 

Note: Because of hydrostatic effects, this value should be measured with the cuff at the 
heart level. 

(6) Non-invasive blood pressure measurement 

Indirect measurement of the arterial blood pressure without arterial puncture is called non- 
invasive blood pressure measurement. 

(7) Pneumatic system 

A system that includes all pressurized and pressure-controlling parts such as cuff, tubing, 
connectors, valves, transducer and pump is called pneumatic system. 
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(8) Sleeve 

It is essentially inelastic part of the cuff that encloses the bladder. 

(9) Sphygmomanometer 

It is an instrument used for the non-invasive measurement of the arterial blood pressure. 


(10) Systolic blood pressure (value) 

The maximum value of the arterial blood pressure as a result of the contraction of the 
systemic ventricle is called systolic blood pressure. 

Note: Because of hydrostatic effects, this value should be measured with the cuff at the 
heart level. 


(11) Mechanical sphygmomanometer 


The sphygmomanometer which uses either a mercury or an aneroid manometer or another 
mechanical measuring device for the non-invasive measurement of the arterial blood 
pressure by means of an inflatable cuff, 
is called mechanical sphygmomanometer 

(12) Auscultatory method 

It is that technique whereby sounds (known as Korotkoff sounds) are heard over an 
occluded artery as the occluding pressure is slowly released, the appearance of sounds 
coinciding with the systolic blood pressure and the disappearance of sounds with the 
diastolic blood pressure in adults. In children under age of 13, “k4” (i.e. 4th phase Korotkoff 
sound) may be appropriate. 


(13) Deflation valve 

The valve used for controller exhaust of the pneumatic system during measurement. 


(1*) Rapid exhaust valve 

The valve used for rapidly exhausting the pneumatic system. 


(15) Tamper proofing 

It is that means of preventing the user from gaining easy access to the measuring 
mechanism of the device. 


3 Description of the category of instrument 


The basic components of a sphygmomanometer are a cuff and bladder that can be wmpped 
around a patient’s limb, a manual system for applying and releasing pressure to the bladder, 
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and a means of measuring and displaying the instantaneous pressure in the bladder. 
Mechanical sphygmomanometers, which use either mercury or an aneroid manometer or 
another mechanical measuring device for the non-invasive measurement of the arterial 
blood pressure by means of an inflatable cuff. 

Note: Components of these devices are manometer, cuff, valve for deflation (often in 
combination with rapid exhaust valve), hand pump or electro-mechanical pump and 
connection hoses. These devices may also contain electro-mechanical components for 
pressure control. 

4 Units of measurement 

The blood pressure shall be indicated either in kilo-Pascal (kPa) or in millimeters of 
mercury (mmHg). 

5 Metrological requirements 

(1) Maximum permissible errors of the cuff pressure indication 

(i) Under ambient conditions 

For any set of conditions within the ambient temperature range of 15 °C to 25 °C and the 
relative humidity range of 20 % to 85 %, both for increasing and for decreasing pressure, 
the maximum permissible error for the measurement of the cuff pressure at any point of the 
scale range shall be ± 0.4 kPa (± 3 mmHg) in case of verifying the first time and ± 0.5 kPa 
(± 4 mmHg) for sphygmomanometers in use. Testing shall be carried out in accordance with 
paragraph 1 of Annexure A. 

(ii) Under storage conditions 

The sphygmomanometer shall maintain the maximum permissible error requirements 
specified in this paragraph 5(1 )(i) after storage for 24 h at a temperature of - 20 °C and for 
24 h at a temperature of 70 °C and a relative humidity of 85 % (non-condensing). Testing 
shall be carried out in accordance with paragraph 3 of Annexure A. 

(iii) Under varying temperature conditions 

For the ambient temperature range of 10 °C to 40 °C and the relative humidity of 85 % 
(non-condensing), the difference of the cuff pressure indication of the sphygmomanometer 
shall not exceed ± 0.4 kPa (± 3 mmHg). Testing shall be carried out in accordance with 
paragraph 2 of Annexure A. 

6 Technical requirements 

(1) Technical requirements for the cuff and bladder 

The cuff shall contain a bladder. For reusable cuffs the manufacturer shall indicate the 
method for cleaning in the accompanying documents. 
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Note: The optimum bladder size is one with dimensions such that its width is 40 % of the 
limb circumference at the midpoint of the cuff application, and its length is at least 80 %, 
preferably 100 %, of the limb circumference at the midpoint of cuff application. Use of the 
wrong size can affect the accuracy oi the measurement. 

(2) Technical requirements for the pneumatic system 

(i) Air leakage 

Air leakage shall not exceed a pressure drop of 0.5 kPa/min (4 mmHg/min). 

Testing shall be carried out in accordance with paragraph 4 of annexure A. 

(ii) Pressure reduction rate 

Manually operated deflation valves shall be capable of adjustment to a deflation rate from 
0 3 kPa/s to 0.4 kPa/s (2 mmHg/s to 3 mmHg/s). Manually operated deflation valves shall 
be easily adjusted to these values. Deflation valves shall be tested in accordance with 
paragraph 5 of Annexure A. 

(iii) Rapid exhaust 

During the rapid exhaust of the pneumatic system, with the valve fully opened, the time for 
the pressure reduction from 35 kPa to 2 kPa (260 mmHg to 15 mmHg) shall not exceed 10 

s. 

Testing shall be carried out in accordance with paragraph 6 of Annexure A. 


(3) Technical requirements for the pressure indicating devices 

(i) Nominal range and measuring range 

The nominal range shall be equal to the measuring range. 

The nominal range for the cuff gauge pressure shall extend from 0 kPa to at least 35 kPa (0 
mmHg to at least 260 mmHg). 

(ii) Analogue indication 

(a) Scale 

The scale shall be designed and arranged so that the measuring values can be read clearly 
and are easily recognized. Testing shall be earned out by visual inspection. 

(b) First scale mark 

The graduation shall begin with the first scale mark at 0 kPa (0 mmHg). Testing shall be 
carried out by visual inspection. 


( c) Scale interval 
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The scale interval shall be: 
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• 0.2 kPa for a scale graduated in kPa; or 

•2 mmHg for a scale graduated in mmHg. Each fifth scale mark shall be indicated by 
greater length and each tenth scale mark shall be numbered. An example of a scale in 
mmHg is given in Figure 1. Testing shall be carried out by visual inspection. 

(d) Scale spacing and thickness of the scale marks 

The distance between adjacent scale marks shall be not less than 1.0 mm. The thickness of 
the scale marks shall not exceed 20 % of the smallest scale spacing. 

All scale marks shall be of equal thickness. 

Testing shall be carried out in accordance with paragraph 7 of Annexure A. 



Figure 1 Example of an aneroid manometer scale (division in 


mmHg without a tolerance zone at zero) 


(4) Additional technical requirements for mercury manometers 
(i) Internal diameter of the tube containing mercury 




72 


THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II —Sec. 3(i)] 


The nominal internal diameter of the mercury tube shall be at least 3.5 mm. The tolerance 
on diameter shall not exceed ± 0.2 mm. 

Testing shall be carried out in accordance with paragraph 8 of Annexure A. 

(ii) Portable devices 

A portable device shall be provided with an adjusting or locking mechanism to secure it in 
the specified position of use. 

Testing shall be carried out by visual inspection. 

(iii) Devices to prevent mercury from being spilled during use and transport 

A device shall be placed in the tube to prevent mercury from being spilled during use and 
transport (for example: stopping device, locking device, etc.). This device shall be such that 
when the pressure in the system drops rapidly from 27 kPa to 0 kPa (from 200 mmHg to 0 
mmHg), the time taken for the mercury column to fall from 27 kPa to 5 kPa (from 200 
mmHg to 40 mmHg) shall not exceed 1.5 s. This time is known as the “exhaust time”. 

Testing shall be carried out in accordance with paragraphs 9 and 10 of Annexure A 

(iv) Quaiity of the mercury 

(a) The mercury shall have a purity of not less than 99.99 % according to the 
declaration of the supplier of the mercury. 

(b) The mercury shall exhibit a clean meniscus and shall not contain air bubbles. 

(v) Graduation of the mercury tube 

Graduations shall be permanently marked on the tube containing mercury. 

If, numbered at each fifth scale mark, the numbering shall be alternately on the right- and 
left-hand side of, and adjacent to, the tube. 

Testing shall be carried out by visual inspection. 

(5) Additional technical requirements for aneroid manometers 
(i) Scale mark at zero 

If a tolerance zone is shown at zero it shall not exceed ± 0.4 kPa (± 3 mmHg) and shall be 
clearly marked. 

A scale mark at zero shall be indicated. 

Note: Graduations within the tolerance zone are optional. 
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Testing shall be carried out by visual inspection. 

(ii) Zero 

The movement of the elastic sensing element including the pointer shall not be obstructed 
within 0.8 kPa (6 mmHg) below zero. 

Neither the dial nor the pointer shall be adjustable by the user. Testing shall be carried out 
by visual inspection. 

(iii) Pointer 

The pointer shall cover between 1/3 and 2/3 of the length of the shortest scale mark of the 
scale. At the place of indication it shall be not thicker than the scale mark. The distance 
between the pointer and the dial shall not exceed 2 mm. Testing shall be carried out by 
visual inspection. 

(iv) Hysteresis error 

The hysteresis error throughout the pressure range shall be within the range 0 kPa to 0.5 kPa 
(0 mmHg to 4 mmHg). Testing shall be carried out in accordance with paragraph 11 of 
Annexure A.. 

(v) Construction and materials 

The construction of the aneroid manometer and the material for the elastic sensing elements 
shall ensure an adequate stability of the measurement. The elastic sensing elements shall be 
aged with respect to pressure and temperature. After 10 000 alternating pressure cycles the 
change in the pressure indication of the aneroid manometer shall be not more than 0.4 kPa 
(3 mmHg) throughout the pressure range. 

Testing shall be carried out in accordance with paragraph 12 of Annexure A. 

(6) Safety requirements 

(i) Resistance to vibration and shock 

The sphygmomanometer shall comply with the requirements of paragraph 5(1 )(i). 

(ii) Mechanical safety 

It shall be possible to abort the blood pressure measurement at any time by activating the 
manual rapid exhaust valve, which shall be easily accessible. 

(iii) Tamper proofing 

Tamper proofing of the manometer shall be achieved by requiring the use of a tool or 
breaking a seal. 

Testing shall be carried out by visual inspection. 
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(1) Model approval 

At least three samples of a new type of sphygmo-manometer shall be tested. The tests to 

verify conformity to metrological and technical requirements shall be carried out according 
toAnnexureA. 6 

(2) Verification 

(i) Initial verification 

folfiuid 1 VerifiCati0n 1116 requirements of Paragraphs 5(l)(i), 6(2)(i) and 6(4)(iv) shall be 

Testing shall be carried out according to paragraphs 1,4 and 11 of Annexure A. 

(ii) Subsequent verification 

Each instrument of an approved type of sphygmomanometer shall be verified every 2 years 
or after repair Requirement of paragraphs 5(l)(i) and 6(2)(i) shall be fulfilled and tests 
must be earned out according to paragraph 1 of Annexure A. 

(3) Sealing 

WiH bC PUt °li eadseals for which ^“Ponding punched screws shall be 
nwks^ h VCT necessar y- seals shall prevent, without destruction of the control 

• in the case of mercury manometers; the separation of reservoir and scale- 

• in the case of all other manometers: the opening of the casing. 

(n) If the construction of the instrument guarantees security against any interference the 
metrological control marks or the security marks may be attached in form of labels. 

(iii) All seals shall be accessible without using a tool. 

(4) Marking of the device 

The device shall be marked with the following information: 

• name and/or trademark of manufacturer; 

• serial number and year of fabrication; 

• measuring range and measuring unit; 

• model approval number 

• center of the bladder, indicating the correct position for the cuff over the artery and 

paragraph 6(") ** mdicating * e Kmb circumference for which it is appropriate in 


The following additional markings are required for mercury manometers: 
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• indication of the internal nominal diameter and the tolerance of the tube containing 
mercury in paragraph 6(4)(i) 

(5) Manufacturer’s information 

(i) The manufacturer’s instruction manual shall contain the following information: 

(a) explanation of the operating procedures which are important for correct application 
(such as the selection of die appropriate cuff size, positioning of the cuff and adjustment of 
die pressure reduction rate); 

(b) a warning, to users of equipment intended for use in environments employing 
intervascular fluid systems not to connect the output of the blood pressure measuring device 
to such systems as air might inadvertently be pumped into a blood vessel if, for example, 
Luer locks were used; 

(c) methods for cleaning reusable cuffs; 

(d) nature and frequency of the maintenance required to ensure that the device operates 
correctly and safely at all times; it is recommended that the performance should be checked 
at least every 2 years and after maintenance and repair, by re-verifying at least the 
requirements in paragraphs 5(1 )(i), 6(2)(i) (testing at least at 7 kPa (50 mmHg) and 27 kPa 
(200 mmHg)) and paragraph 6(4)(iv); 

(e) internal nominal diameter and tolerance of the tube containing mercury; and 

(f) detailed instructions for the safe handling of mercury 
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Annexure A 
Test procedures 
(Mandatory) 


1 Method of test for the maximum permissible errors of the cuff pressure Indication 

(i) Apparatus 

(i) rigid metal vessel with a capacity of 500 ml ± 5 %; 

(ii) calibrated reference manometer with an uncertainty less than 0.1 kPa 
(0.8 nimHg); 

(iii) pressure generator, e.g. ball pump (hand pump) with a deflation valve; 

(iv) T-piece connectors and hoses. 

(2) Procedure 

Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector and hoses to the pneumatic system (see Figure 2). After disabling the 
electromechanical pump (if fitted), connect the pressure generator into the pressure system 
by means of another T-piece connector. Carry out the test in pressure steps of not more than 
7 kPa (50 mmHg) between 0 kPa (0 mmHg) and the maximum pressure of the scale range. 

(3) Expression of results 

Express the results as the differences between the indicated pressure of the manometer of 
the device to be tested and the corresponding readings of the reference manometer. 


2. Method of test for the influence of temperature on cuff pressure Indication 
(1) Apparatus 

(1) apparatus as specified in paragraph 1(1) of this Annexure plus 
(ii) a climatic chamber. 

(2) Procedure 

Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector to the pneumatic system (see Figure 3). After disabling the electro¬ 
mechanical pump (if fitted), connect the additional pressure generator into the pneumatic 
system by means of another T-piece connector. 


[HFT13—T3^3(i)] 


htt?t m : sramrR 


77 



1 - Reference manometer 

2 - Manometer of the device to be tested 

3 - Metal vessel 

4 - Pressure generator 


Figure 2. Measurement system for determining the limits of error of the cuff 
indication 


pressure 



1 - Reference manometer 2 - Climatic chamber 

3 - Manometer of the device to be tested 4 . Metal vessel 

5 - Pressure generator 

Figure 3 Measurement system for determining the influence of temperature 


For each of the following combinations of temperature and humidity, condition the device 
for at least 3 h in the climatic chamber to allow the device to reach steady conditions: 
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• 10 °C ambient temperature, 85 % relative humidity (non-condensing); 

• 20 °C ambient temperature, 85 % relative humidity (non-condensing); 

• 40 °C ambient temperature, 85 % relative humidity (non-condensing). 

Carry out the test of the cuff pressure indication as described in paragraph 1(2) of this 
Annexure for each of the combinations of temperature and humidity mentioned above. 

(3) Expression of results 

Express the results as the differences between the indicated pressure of the manometer of 
the device to be tested and the corresponding readings of the reference manometer at the 
relevant temperature value. 

3 Method of test for the maximum permissible error after storage 

(1) Apparatus 

• apparatus as specified in paragraph 1(1) of this Annexure. 

(2) Procedure 

Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector to the pneumatic system (see Figure 3). After disabling the electro¬ 
mechanical pump (if fitted), connect the additional pressure generator into the pneumatic 
system by means of another T-piece connector. 

Store the instrument under test for 24 h at a temperature of - 20 °C and subsequently for 24 
hours at a temperature of 70 °C and a relative humidity of 85 % (non-condensing). 

Note: This is one test and not two separate tests. 

Carry out the test in pressure steps of not more than 7 kPa (50 mmHg) between 0 kPa (0 
mmHg) and the maximum pressure of the scale range. 

(3) Expression of results 

Express the results as the differences between the indicated pressure of the manometer of 
the device to be tested and the corresponding readings of the reference manometer. 

4. Method of test for air leakage of the pneumatic system 

(1) Apparatus 

• rigid metal cylinder of an appropriate size; 

•pressure generator, e.g. ball pump (hand pump) with a deflation valve; 
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• time measuring device. 

(2) Procedure 

Wrap the cuff around the cylinder. 


Note: Electro-mechanical pumps which are part of the device may be used for the test. 

Carry out the test over the whole measuring range at least five equally spaced pressure steps 
(e.g. 7 kPa (50 mmHg), 13 kPa (100 mmHg), 20 kPa (150 mmHg), 27 kPa (200 mmHg) and 
34 kPa (250 mmHg)). Test the air leakage over a period of 5 min and determine the 
measured value from this. 

(3) Expression of results 

Express the air leakage as the rate of the pressure loss per minute. 

5 Method of test for pressure reduction rate for deflation valves 

(1) Apparatus 
•T-piece connector; 

* calibrated reference manometer with signal output and an uncertainty less than 0.1 kPa 
(0.8 mmHg); 

•artificial limbs (see Notes under paragraph 5(2) of this Annexure. 

•recording unit. 

(2) Procedure 

Measure the pressure reduction rate either on human limbs or artificial limbs. 

Note 1: The intention is to use artificial limbs, but as these are still under consideration, 
measurements performed with human volunteers are acceptable. 

Note 2: It is intended that the properties of the artificial limbs reflect some elastic properties 
of human limbs. 

Because cuff deflation rate may be influenced by the way that a cuff is applied, the cuff 
should be applied and removed for each of at least ten repeated measurements, on at least 
two different limb sizes. These two limb sizes should be equal to the upper and lower limits 
of limb circumferences for which a particular size of cuff is recommended to be used. A re¬ 
setting of the deflation valve is permitted during the test. 

Connect the calibrated reference manometer to the cuff by means of a T-piece connector. 
Connect the output of the calibrated reference manometer to the recording unit. 

Plot the pressure reduction in the form of a pressure curve as a function of time. 
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(3) Expression of results 

Determine the rate of pressure reduction by graphical evaluation (by drawing tangents) at 
the pressure values of 8.0 kPa (60 mmHg), 16.0 kPa (120 mmHg) and 24.0 kPa (180 
mmHg). The pressure reduction rate is the mean value calculated separately for these three 
pressure values and for the various limb circumferences. 

6 Method of test for the rapid exhaust valve 

(1) Apparatus 

• rigid metal vessel, with a capacity of 500 ml ± 5 %; 

• calibrated reference manometer, with an uncertainty less than 0.1 
kPa (0.8 mmHg); 

•T-piece connector; 

• time measuring device. 

(2) Procedure 

Carry out the test with the vessel in place of the cuff. Connect the calibrated reference 
manometer by means of a T-piece to the pneumatic system. Inflate to the maximum 
pressure and open the rapid exhaust valve. 

(3) Expression of results 

Measure the time between the pressure values specified in paragraph 6(2)(iii). 

7 Method of test for the thickness of the scale marks and the scale spacing 

(1) Apparatus 

• scaled magnifying lens or similar device. 

(2) Procedure 

Determine the thickness of the scale marks and the scale spacing using the scaled 
magnifying lens. 

8 Method of test for the internal diameter of the mercury tube 

(1) Apparatus 

• limit plug gauges or similar devices, with a tolerance less than 0.05 mm. 

(2) Procedure 
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Test the nominal internal diameter of the tube at each end by using the limit plug gauge. 

9 Method of test for security against mercury losses 

(1) Apparatus 

• collecting vessel of an adequate size; 

• calibrated reference manometer, with an uncertainty less than 0.1 kPa (0.8 mmHg); 
•T-piece connector; 

•pressure generator, e.g. ball pump (hand pump) with a deflation valve. 

(2) Procedure 

Place the sphygmomanometer to be tested in the collecting vessel. Connect the pressure 
generator and a T-piece connector attached to a calibrated reference manometer directly to 
the hose leading to the mercury reservoir. Use the pressure generator to raise the pressure in 
the manometer to 13.3 kPa (100 mmHg) greater than the maximum indicated scale reading 
on the test manometer. Maintain this pressure for 5 s and then release the pressure in the 
system. 

Check that no mercury has spilled. 

10 Method of test for the influence of the mercury stopping device 

(1) Apparatus 

• time measuring device, e.g. a stopwatch or an electronic timing device; 

•pressure generator, e.g. ball pump (hand pump) with a deflation valve. 

(2) Procedure 

Connect the pressure generator directly to the hose leading to the mercury reservoir, i.e. 
without connecting a cuff. When a gauge pressure of more than 27 kPa (200 mmHg) has 
been reached, occlude the tube and remove the pressure generator. 

After removing the occlusion from the tube, measure the time taken for the mercury column 
to fall from the 27 kPa (200 mmHg) mark to the 5 kPa (40 mmHg) mark. 

Check that the exhaust time does not exceed 1.5 s. 

11 Method of test for the hysteresis error of the aneroid manometer 
(1) Apparatus 

(i) rigid metal vessel, with a capacity of 500 ml ± 5 %; 

(ii) calibrated reference manometer, with an uncertainty less than 0.1 kPa (0.8 mmHg); 

(iii) pressure generator, e.g. ball pump (hand pump) with a deflation valve; 
iv)T-piece connectors. 


(2) Procedure 
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Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector to the pneumatic system. After disabling the electro-mechanical pump (if 
fitted) connect the additional pressure generator into the pneumatic system by means of 
another T-piece connector. 

Test the device with increasing pressure steps of not more than 7 kPa (50 mmHg) to the 
scale maximum, at which point hold the pressure for 5 minutes and then decrease it by the 
same steps. Disconnect the calibrated reference manometer during the 5 minutes at 
maximum pressure, 

(3) Expression of results 

Express the results as the difference between the indicated values on the manometer at the 
same test pressure steps when increasing the pressure and when decreasing the pressure. 

12 Method of test for the construction 

(1) Apparatus 

• alternating pressure generator, which generates a sinusoidal pressure variation between 3 
kPa and 30 kPa (20 mmHg and 220 mmHg) at a maximum rate of 60 cycles per minute. 

(2) Procedure 

Carr, r out the procedure specified in paragraph 1 of this Annexure. 

Connect the aneroid manometer directly to the alternating pressure generator and perform 
10 000 alternating pressure cycles. 

One hour after the stress test cany' out the procedure as specified in paragraph 1 of this 
Annexure at the same test pressure levels as before the stress test. 

(3) Expression of results 

Express the results as the differences between the indicated values on the manometer at the 
same test pressure steps before and after the stress test. 
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PART-VIII B 

Non-invasive automated sphygmomanometers 

1 Scope 

This specification gives general, performance, efficiency and mechanical and electrical 
safety requirements, including test methods for type approval, for non-invasive electronic or 
automated sphygmomanometers and their accessories which, by means of an inflatable cuff- 
are used for the non-invasive measurement of arterial blood pressure. 

This specification only applies to devices measuring at the upper arm, the wrist or the thigh. 

Note. Luer locks shall not be used with these devices [see paragraph 6(11) (iii) and 7(5)]. 

2 Terminology 

(1) Bladder 

It is the inflatable component of the cuff. 

(2) Pressure in a blood vessel 

It refers to pressure in the arterial system of the body. 

(3) Cuff 

It is that component of the sphygmomanometer, comprising a bladder and a sleeve, which is 
wrapped around the limb of the patient. 

(4) Diastolic blood pressure (value) 

The minimum value of the arterial blood pressure as a result of relaxation of the systemic 
ventricle. 

Note: Because of hydrostatic effects, this value should be measured with the cuff at the 
heart level. 

(5) Mean arterial blood pressure (value) 

It is the value of the integral of one cycle of the blood pressure curve divided by the time of 
one heart beat period. 

Note.' Because of hydrostatic effects, this value should be measured with the cuff at the 
heart level. 


(6) Non-invasive blood pressure measurement 
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(14) Zero setting 

The procedure that corrects a deviation of the pressure reading to 0 kPa (0 mmHg) at 
atmospheric pressure (gauge pressure: 0 kPa (0 mmHg)) is called zero setting. 

(15) Patient simulator 

Device for simulating the oscillometric cuff pulses and/or auscultatory sounds during 
inflation and deflation. 

Note: This device is not used for testing accuracy but is required in assessing stability of 
performance. 

(16) Auscultatory method 

It is that technique whereby sounds (known as Korotkoff sounds) are heard over an 
occluded artery as the occluding pressure is slowly released, the appearance of sounds 
coinciding with the systolic blood pressure and the disappearance of sounds with the 
diastolic blood pressure. In children under the age of 13, “k4” (i.e. 4th phase Korotkoff 
sound) may be appropriate. 

(17) Self-linearizing deflation valve 

The valve used for controlled linearizing exhaust of the pneumatic system during 
measurement. 

3 Description of the category of instrument 

The basic components of a sphygmomanometer are a cuff and bladder that can be wrapped 
around a patient’s limb, a system for applying and releasing pressure to the bladder, and a 
means of measuring and displaying the instantaneous pressure in the bladder. 

4 Units of measurement 

The blood pressure shall be indicated either in kilo-pascals (kPa) or in millimeters of 
mercury (mmHg). 

5 Metrological requirements 

(1) Maximum permissible errors of the cuff pressure indication 

For any set of conditions within the ambient temperature range of 15 °C to 25 °C and the 
relative humidity range of 20 % to 85 %, both for increasing and for decreasing pressure, 
the maximum permissible error for the measurement of the cuff pressure at any point of the 
scale range shall be ± 0.4 kPa (± 3 mmHg) in case of verifying the first time and ± 0.5 kPa 
(± 4 mmHg) for sphygmomanometers in use. 

Testing shall be carried out in accordance with para 2 of Annexure A. 

* 

(2) Maximum permissible errors of the overall system as measured by clinical tests* 

The following maximum permissible errors shall apply for the overall system: 
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• maximum mean error of measurement: ± 0.7 kPa (dt 5 mmHg); 

• maximum experimental standard deviation: 1.1 kPa (8 mmHg). 

(3) Environmental performance 

(i) Storage 

Blood pressure measuring systems shall maintain the requirements specified after storage 
for 24 h at a temperature of - 5 °C and for 24 hours at a temperature of 50 °C and a relative 
humidity of 85 % (non-condensing). 

Testing shall be carried out at environmental conditions in accordance with paragraph 2 of 
Annexure A after the test sample has been placed for 24 h at a temperature of - 5 °C and 
immediately afterwards for 24 hours at a temperature of 50 °C in a climatic chamber. 

Note: Integrated multi-parameter monitors may contain components which may be damaged 
during storage. The general temperature range as stated in para 3 of Annexure A has 
therefore been reduced. 

(ii) Temperature , relative humidity 

For the ambient temperature range of 10 °C to 40 °C and a relative humidity of 85 % (non¬ 
condensing), the difference of the cuff pressure indication of the sphygmomanometer shall 
not exceed ± 0.4 kPa (± 3 mmHg). 

Testing shall be carried out in accordance with paragraphs 2 and 11 of Annexure A. 

The signal processing for the determination of the blood pressure values shall not be 
influenced within the range of temperature and relative humidity. For any set of conditions 
all the deviations between the reference pressure and the indicating cuff pressure of the 
instrument must be less than or equal to the maximum permissible error. 

6 Technical requirements 

(1) General 

Equipment, or parts thereof, using materials or having forms of construction different from 
those detailed in this Recommendation shall be accepted if it can be demonstrated that an 
equivalent degree of safety and performance is obtained. 

(2) Technical requirements for the cuff and bladder 

The cuff shall contain a bladder. For reusable cuffs the manufacturer shall indicate the 
method for cleaning in the accompanying documents. 

Note: The optimum bladder size is one with dimensions such that its width is 40 % of the 
limb circumference at the midpoint of the cuff application and its length is at least 80 %, 
preferably 100 % of the limb circumference at the midpoint of cuff application. Use of the 
wrong size can affect the accuracy of the measurement. 
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(3) Technical requirements for the display 

The display shall be designed and arranged so that the information including measuring 
values can be read and easily recognized. 

Testing shall be carried out by visual inspection. 

If abbreviations are used on the display they shall be as follows: 

* “S” or “SYS”: systolic blood pressure (value); 

* “D” or “DIA”: diastolic blood pressure (value); 

* “M” or “MAP”: mean arterial blood pressure (value). 

Single letter abbreviations shall be positioned in such a way to avoid confusion with SI 
units. 

(4) Effect of voltage variations of the power source 

(i) Internal electrical power source 

(a) Changes of the voltage within the working range determined according to para 4(1) of 
Annexure A shall not influence the cuff pressure reading and the result of the blood pressure 
measurement. 

(b) Outside this working range no cuff pressure reading and no result of the blood pressure 
measurement shall be displayed. 

Testing shall be earned out in accordance with paragraph 4(1) and 5(1) of Annexure A. 

(ii) External electrical power source 

(a) Changes of the voltage within the working range specified by the manufacturer shall not 
influence the cuff pressure reading and the result of the blood pressure measurement. 

Testing shall be carried out according to paragraphs 4(2) and 5(2) (alternating current) or 
paragraph 4(3) and 5(3) (direct current) of Annexure A. 

(b) Incorrect values resulting from voltage variations outside the limits given in paragraph 
6(4)(iiXa) shall not be displayed. 

Testing shall be carried out according to para 4(4) (alternating current) and para 4(5) (direct 
current) of Annexure A. 

Note: In the case of any malfunction of the equipment, deflation to below 2 kPa (15 mmHg) 
must be guaranteed within 180 s in the case of adult patients and to below 0.7 kPa (5 
mmHg) within 90 s in the case of neonatal/infant patients. 

(5) Pneumatic system 

(i) Air leakage 
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Air leakage shall not exceed a pressure drop of 0.8 kPa/min (6 mmHg/min). 

Testing shall be carried out in accordance with paragraph 6 of Annexure A. 

(ii) Pressure reducing system for devices using the auscultatory method 

The pressure reducing system for manually operated and automated deflation valves shall 
be capable of maintaining a deflation rate of 0.3 kPa/s to 0.4 kPa/s (2 mmHg/s to 3 
mmHg/s) within the target range of systolic and diastolic blood pressure. For devices which 
control the pressure reduction as a function of the pulse rate, a deflation rate of 0.3 
kPa/pulse to 0.4 kPa/pulse (2 mmHg/pulse to 3 mmHg/pulse) shall be maintained. 

Note: Manually operated deflation valves should be easily adjustable to these values. 

Testing shall be carried out in accordance with paragraph 7 of Annexure 7. 

(iii) Rapid exhaust 

During the rapid exhaust of the pneumatic system, with the valve fully opened, the time for 
the pressure reduction from 35 kPa to 2 kPa (260 mmHg to 15 mmHg) shall not exceed 10 
seconds. 

For blood pressure measuring systems having the capability to measure in a neonatal/infant 
mode, the time for the pressure reduction from 20 kPa to 0.7 kPa (150 mmHg to 5 mmHg) 
during the rapid exhaust of the pneumatic system with the valve fully opened shall not 
exceed 5 s. 

Testing shall be carried out in accordance with paragraph 8 of Annexure A. 

(iv) Zero setting 

Blood pressure measuring systems shall be capable of automatic zero setting. The zero 
setting shall be carried out at appropriate intervals, at least starting after switching on the 
device. At the moment of the zero setting a gauge pressure of 0 kPa (0 mmHg) shall exist 
and be displayed thereafter. Devices performing zero setting only immediately after 
switching on, shall switch off automatically when the drift of the pressure transducer and 
the analog signal processing exceeds 0.1 kPa (1 mmHg). 

Testing shall be carried out in accordance with para 9 and paragraph 10 of Annexure A. 

(6) Electromagnetic compatibility 
Either: 

• electrical and/or electromagnetic interferences shall not lead to degradations in the cuff 
pressure indication or in the result of the blood pressure measurement; or 

• if electrical and/or electromagnetic interferences lead to an abnormality, the abnormality 
shall be clearly indicated and it shall be possible to restore 

normal operation within 30 s after cessation of the electromagnetic disturbance. 

(7) Stability of the cuff pressure indication 
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The change in the cuff pressure indication shall not be more than 0.4 kPa (3 mmHg) 
throughout the pressure range after 10 000 simulated measurement cycles. 

Testing shall be carried out in accordance with paragraph 12 of Annexure A. 

(8) Pressure indicating device 

(i) Nominal range and measuring range 

The nominal range for the cuff pressure measurement shall be specified by the 
manufacturer. The measuring and indication ranges of the cuff pressure shall be equal to the 
nominal range. Values of blood pressure measurement results outside the nominal range of 
cuff pressure shall be clearly indicated as out of range. 

Testing shall be carried out by visual inspection. 

(ii) Digital indication 

The digital scale interval shall be 0.1 kPa (I mmHg). If the measured value of a parameter 
is to be indicated on more than one display, all the displays shall indicate the same 
numerical value. Measured numerical values on the display(s), and the symbols defining the 
units of measurement shall be arranged in such a way so as to avoid misinterpretation. 
Numbers and characters should be clearly legible. 

Testing shall be carried out by visual inspection. 

(9) Signal Input and output ports 

The construction of the signal input and output ports (excluding internal interfaces, e.g. 
microphone signal input) relevant to the non-invasive blood pressure measurement shall 
ensure that incorrectly fitted or defective accessories shall not result in erroneous indication 
of cuff pressure or erroneous indication of blood pressure. 

Testing shall be carried out in accordance with paragraph 13 of Annexure A. 

(10) Alarms 

If alarms are used they shall be of at least medium priority. 

(11) Safety 

(i) Cuff pressure 

It shall be possible to abort any blood pressure measurement at any time by single key 
operation and this shall lead to a rapid exhaust. 

Testing shall be carried out in accordance with paragraph 14 of Annexure A. 

(ii) Unauthorized access 
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All controls which affect accuracy shall be sealed against unauthorized access. 

Testing shall be carried out by visual inspection. 

(iii) Tubing connectors 

Users of equipment intended for use in environments employing intervascular fluid systems 
shall take all necessary precautions to avoid connecting the output of the blood pressure 
measuring device to such systems as air might inadvertently be pumped into a blood vessel 
if, for example, Luer locks were used. 

(iv) Electrical safety 

Electronic or automated sphygmomanometers shall comply with the relevant national safety 
regulations. 

(v) Resistance to vibration and shock 

After testing, the device shall comply with the requirements of paragraph 5(1). 

7 Metrological controls 

(1) Model approval 

At least three samples of a new type of sphygmomanometer shall be tested. 

The tests to verify conformity to metrological and technical requirements shall be carried 
out according to Annexure A. 

(2) Verification 

(i) Initial verification 

At initial verification the requirements of paragraph 5(1) and 6(5)(i) shall be fulfilled. 

Testing shall be carried out according to paragraph 2 and 6 of Annexure A. 

(ii) Subsequent verification 

Each instrument of an approved type of sphygmomanometer shall be verified every 2 years 
or after repair. Requirement of paragraph 5(1) and 6(5)(i) shall be fulfilled and tests must be 
carried out according to paragraph 2 and 6 of Annexure A. 

(3) Sealing 

(i) Control marks will be put on lead seals for which corresponding punched screws shall be 
attached whenever necessary. These seals shall prevent, without destruction of the control 
marks: 
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(a) in the case of patient-monitors in which the sphygmomanometer is one part of a system: 
the manipulation of the metrologically relevant parts for 

measuring blood pressure; 

(b) in the case of all other manometers: the opening of the casing. 

(ii) If the construction of the instrument guarantees security against any interference, the 
metrological control marks or the security marks may be attached in the form of labels. 

(iii) All seals shall be accessible without using a tool. 

(4) Marking of the device 

The device shall be marked with the following information: 

(i) name and/or trademark of manufacturer; 

(ii) serial number and year of fabrication; 

(iii) measuring range and measuring unit; 

(iv) model approval number; 

(v) center of the bladder, indicating the correct position for the cuff over the artery; and 

(vi) marking on the cuff indicating the limb circumference for which it is appropriate. 

(5) Manufacturer’s information 

(i) The manufacturer’s instruction manual shall contain the following information: 

(a) explanation of the operating procedures which are important for correct application 
(such as the selection of the appropriate cuff size, positioning of 

the cuff and adjustment of the pressure reduction rate); 

(b) a warning to users of equipment intended for use in environments employing 
intervascular fluid systems not to connect the output of the blood pressure measuring device 
to such systems as air might inadvertently be pumped into a blood vessel if, for example, 
Luer locks were used; 

(c) methods for cleaning reusable cuffs; 

(d) nature and frequency of the maintenance to ensure that the device operates properly and 
safely at all times; it is recommended that the performance should be checked at least every 
2 years and after maintenance and repair, by re-verifying at least the requirements in 
paragraph 5(1) and 6(5)(i) (testing at least at 7 kPa (50 mmHg) and 27 kPa (200 mmHg)); 

(e) a reference method for clinical tests carried out according to Annexure C or an 
equivalent method; 

(f) a list of all components belonging to the pressure measuring system, including 
accessories; 
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(g) a description of the operating principles of the blood pressure measuring device; 

(h) remarks on the environmental or operational factors which may affect the performance 
(e.g. electro-magnetic fields, arrythmia); 

(i) specification of the signal input/output port(s); 

(j) specification of the rated voltage, if applicable; 

(k) specification of the intended power source, if applicable; 

(l) nominal range for the result of the blood pressure measurement; 

(m) warm up time, if applicable; 

(n) description of the meaning of the “out of range signal and 

(o) description of the alarms, if applicable. 

Annexure A 

Test procedures 
(Mandatory) 

1 General 

For digital indications an uncertainty of 0.1 kPa (1 mmHg) shall be allowed in any 
displayed value, because the display system cannot indicate a change of less than one unit. 

2. Method of test for the maximum permissible errors of the cuff 
pressure indication 

Requirements in paragraph 5(1) shall apply. 

(1) Apparatus 

(a) rigid metal vessel with a capacity of 500 ml ± 5 %; 

(b) calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

(c) pressure generator, e.g. ball pump (hand pump) with a deflation valve; 

(d) T-piece connectors and hoses. 

(2) Procedure 

Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector and hoses to the pneumatic circuit (see Figure 1). After disabling the 
electro-mechanical pump (if fitted), connect the additional pressure generator into the 
pressure system by means of another T-piece connector. Carry out the test in pressure steps 
of not more than 7 kPa (50 mmHg) between 0 kPa (0 mmHg) and the maximum pressure of 
the scale range. 
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3 - Metal vessel 

4 - Pressure generator 


Figure 1 Measurement system for determining the limits of error 
of the cuff pressure indication 

(3) Expression of results 

Express the results as the differences between the indicated pressure of the manometer of 
the device to be tested and the corresponding readings of the reference manometer. 

3 Method of test for the influence of temperature on cuff pressure indication 

(1) Apparatus 

• apparatus as specified in paragraph 2(1) of Annexure A; 

• climatic chamber. 



1 - Reference manometer 2 - Climatic chamber 

3 - Device to be tested 4 - Metal vessel 

S - Pressure generator , 

Figure 2 Measurement system for determining the influence of temperature 
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(2) Procedure 

Replace the cuff with the vessel. Connect the calibrated reference manometer by means of a 
T-piece connector to the pneumatic system (see Figure 2). After disabling the electro¬ 
mechanical pump (if fitted), connect the additional pressure generator into the pneumatic 
system by means of another T-piece connector. 

For each of the following combinations of temperature and humidity, condition the device 
for at least 3 h in the climatic chamber to allow the device to reach steady conditions: 

(i) 10 °C ambient temperature, 85 % relative humidity (non-condensing); 

(ii) 20 °C ambient temperature, 85 % relative humidity (non-condensing); 

(iii) 40 °C ambient temperature, 85 % relative humidity (non-condensing). 

Carry out the test of the cuff pressure indication as described in paragraph 2(2) of Annexure 
A for each of the combinations of temperature and humidity mentioned above. 

(3) Expression of results 

Express the results as the differences between the indicated pressure of the manometer of 
the device to be tested and the corresponding indications of the reference manometer at the 
relevant temperature value. 

4. Test methods for the effect of voltage variations of the power source on the cuff 
pressure indication 

(1) Internal electrical power source 

(i) Apparatus 

• adjustable direct current voltage supply; 

• voltmeter with an uncertainty of less than 0.5 % of the measured value; 

• calibrated reference manometer with an uncertainty of less than 0.1 kPa (0.8 mmHg). 

(ii) Procedure 

Replace the internal electrical power source of the blood pressure measuring system with a 
DC voltage supply having an impedance which is equivalent to the impedance of the 
internal electrical power source specified by the manufacturer. Measure the variation in 
applied DC voltage supply with a voltmeter. Test the blood pressure measuring system by 
altering the DC voltage supply in steps of 0.1 V and determine the lowest voltage limit at 
which the cuff pressure reading is still displayed. 

Carry out the test with the maximum permissible impedance of the internal electrical power 
source. 

Carry out the test according to the procedure specified in paragraph 2 of Annexure A at the 
lowest voltage limit increased by 0.1 V and also at the nominal voltage. 
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(Hi) Expression of results -- 

Express the results as the difference between the cuff pressure indication of the blood 
pressure measuring system to be tested and that of the reference manometer at the lowest 
voltage limit increased by 0.1 V and at nominal voltage. 

(2) External electrical power source -alternating current 

(i) Apparatus 

(a) adjustable alternating current voltage supply; 

(b) voltmeter with an uncertainty of less than 0.5 % of the measured value; 

(c) calibrated reference manometer with an uncertainty of less than 0.1 kPa (0.8 mmHg). 

(ii) Procedure 

Connect the blood pressure measuring system to the adjustable alternating current voltage 
supply. Measure the variation in AC voltage supply with the voltmeter. 

Cany out the test according to the procedure specified in paragraph 2 of this Annexure. 

• the maximum rated voltage, declared by the manufacturer, increased by 10%; 

• the mean value of the maximum and minimum rated voltage, declared by the 
manufacturer; 

• the minimum rated voltage, declared by the manufacturer, decreased by 10%. 

Hi) Expression of results 

Express the results as the difference between the cuff pressure indication of the blood 
pressure measuring system to be tested and that of the reference manometer. 

(3) External electrical power source -direct current 

(i) Apparatus 

Use the apparatus listed in paragraph 4(l)(i) of this Annexure. 

(ii) Procedure 

Connect the blood pressure measuring system to the DC voltage supply. Control the DC 
voltage supply by reference to a voltmeter. 

Carry out the test according to the procedure specified in paragraph 2 of Annexure A at: 

(a) the maximum rated voltage, declared by the manufacturer, increased by 

10 %; 
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(b) the mean value of the maximum and minimum rated voltage, declared by the 
manufacturer; 

(c) the minimum rated voltage, declared by the manufacturer, decreased by 

10 %. 

(Hi) Expression of results 

Express the results as the difference between the cuff pressure indication of the blood 
pressure measuring system to be tested and that of the reference manometer. 

(4) Voltage variations of the external electrical power source - alternating current 


(i) Apparatus 

Use the apparatus listed in paragraph 4(2)(i) of this Annexure. 


(ii) Procedure 

Connect the blood pressure measuring system to the AC voltage supply. Measure the 
variation in the AC voltage supply with the voltmeter. Test the blood pressure measuring 
system by altering the AC voltage supply in steps of-5 V and determine the lowest voltage 
limit at which the cuff pressure reading is displayed. 

Carry out the test according to the procedure specified in paragraph 2 of this Annexure at 
the lowest voltage limit increased by 5 V and also at the rated voltage. 


(iii) Expression of results 

Express the results as the difference between the cuff pressure indication of the blood 
pressure measuring system to be tested and that of the reference manometer at rated voltage 
and the lowest voltage limit increased by 5 V. 

(5) Voltage variations of the external electrical power source - direct current 


(i) Apparatus 

Use the apparatus listed in paragraph 4(l)(i) of this Annexure. 

(ii) Procedure 

Connect the blood pressure measuring system to the DC voltage supply. Measure the 
variation in the DC voltage supply with the voltmeter. 

Test the blood pressure measuring system by altering the DC voltage supply in steps of 0.1 
V and determine the lowest voltage limit at which the cuff pressure reading is displayed. 

Carry out the test according to the procedure specified in paragraph 2 of Annexure A at the 
lowest voltage limit increased by 0.1 V and also at the rated voltage. 



(Hi) Expression of results —— — - - 

Express the results as the difference between the cuff pressure indication of the blood 
pressure measuring system to be tested and that of the reference manometer at rated voltage 
and at the lowest voltage limit increased by 0.1 V. 

5 Test methods for the effect of voltage variations of the power source on the 
result of the blood pressure measurement 

(1) Internal electrical power source 

(i) Apparatus 

• adjustable direct current voltage supply; 

• voltmeter with an uncertainty less than 0.5 % of the measured value; 

• patient simulator (see paragraph 2(15) for the auscultatory and/or osciiiometric method, 
having additional deviations originating from the’simulator of not more than 0.27 kPa (2 
mmHg) for the mean value of the measurements and generating signals for blood pressure 
values of approximately: 

- systolic: 16 kPa (120 mmHg); 

- diastolic: 11 kPa (80 mmHg); 

- pulse rate: 70 min —1 — 80 min —1 

(ii) Procedure 

Replace the internal electrical power source of the blood pressure measuring system by a 
DC voltage supply having an impedance which is equivalent to the impedance of the 
internal electrical power source specified by the manufacturer. Devices intended to be used 
with consumer batteries shall be tested with an impedance of less than 1 Vi. 

Control the DC voltage supply by reference to the voltmeter. 

Connect the blood pressure measuring system to the patient simulator. Cany out the test at 
the maximum permissible impedance of the internal electrical power source. 

Cany out 20 simulated blood pressure measurements at the lowest voltage limit as 
determined in paragraph 4(l)(ii) of Annexure A increased by 0.1 V and at nominal voltage. 

♦ 

(Hi) Expression of results 

Determine the mean value (systolic and diastolic values separately) of the 20 consecutive 
readings taken at each voltage level. 

(2) External electrical power source -alternating current 

(i) Apparatus 
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• adjustable alternating cuiTcm voltage supply; 

• voltmeter with an uncertainty less than 0.5 % of the measured value; 

• patient simulator as described in paragraph 5(1X0 of Annexure A* 


(ii) Procedure 

Connect the blood pressure measuring system to tire AC voltage supply. Control the AC 
voltage supply by reference to die voltmeter. Connect the blood pressure measuring system 
to the simulator. 


Cany out 20 simulated blood pressure measurements each at: 

• the maximum rated voltage, declared by the manufacturer, increased by 10%; 

• the mean value of the maximum and minimum rated voltage* declared by the 
manufacturer, 

• the minimum rated voltage, declared by the manufacturer, decreased by 10%. 

(Hi) Expression of results 

Determine the mean value (systolic and diastolic values separately) of the 20 consecutive, 
readings taken at each voltage level. 
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(i) Apparatus 


(a) adjustable direct current voltage supply; 

(b) voltmeter with an uncertainty less than 0.5 % of the measured value; 

(c) patient simulator as described in paragraph 5(1X0 of Annexure A. 

(ii) Procedure 

Connect the blood pressure measuring system to the DC voltage supply. Control the DC 
voltage supply by reference to the voltmeter. Connect the blood pressure measuring system 
to the simulator. 

Carry out 20 simulated blood pressure measurements each at: 

(a) the maximum rated voltage, declared by the manufacture*, increased by 10 %; 

(b) the mean value of the maximum and minimum rated voltage, declared by the 
manufacturer, 

(c) minimum rated voltage declared by the manufacturer, decreased by 10%. 

(iii) Expression of results 

' i 
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Determine the mean value (systolic and diastolic values separately) of the 20 consecutive 
readings taken at each voltage level. 

6 Method of test for air leakage of the pneumatic system 

(1) Apparatus 

(1) rigid metal cylinder of an appropriate size; 

(ii) pressure generator, e.g. ball pump (hand pump) with deflation valve; 

(iii) stopwatch. 

(2) Procedure 

If because of technical reasons, the test as described in this subclause cannot be performed, 
use an alternative test procedure specified by the manufacturer. 

Carry out the test at constant temperature in the range 15 °C to 25 °C. 

Before beginning the test, allow the blood pressure measuring system to reach working 
temperature. 

Wrap the cuff around the cylinder (see 6.2) such that, for devices measuring at the upper 
arm and the thigh, the circumference of the applied cuff does not exceed that of the cylinder 
by more than 7 %. 

Note 1: Electro-mechanical pumps which are a part of the system may be used for the test. 
Valves which are permanently opened may be disconnected for the test. 

Note 2: For this test no calibrated reference manometer is required because the cuff pressure 
display of the unit under test can be used when the error of the cuff pressure indication is 
taken into account. The advantage of this test is that the unit under test is in its original 
configuration. Additional connections can increase the leakage. 

Carry out the test over the whole measuring range at least five equally spaced pressure steps 
(e.g. 7 kPa (50 mmHg), 13 kPa (100 mmHg), 20 kPa (150 mmHg), 27 kPa (200 mmHg) and 
34 kPa (250 mmHg)). Because the thermodynamic equilibrium is influenced by decreasing 
or increasing the pressure when changing to the next pressure step, wait at least 60 s before 
reading the values. Test the air leakage over a period of 5 minutes and determine the 
measured value from this. 

(3) Expression of results 

Express the air leakage as the rate of pressure loss per minute. 

7 Method of test for the pressure reduction rate 
(1) Apparatus 
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(1) T-piece connectors; 

(ii) calibrated reference manometer with signal output port and an uncertainty less than 0.1 
kPa (0.8 mmHg); 

(iii) artificial or human limbs; 

(iv) recording unit. 

(2) Procedure 

Measure the pressure reduction rate either on human subjects or artificial limbs. 

Note 1: The intention is to use artificial limbs, but as these are still under consideration, 
measurements performed with human volunteers are acceptable. 

Note 2: Two limb sizes should be used, being equal to the upper and lower limits of limb 
circumferences with which a particular size of cuff is recommended for use. 

Note 3: It is intended that the characteristics of the artificial limbs reflect some elastic 
characteristics of human limbs. 

Because the cuff deflation rate may be influenced by the way that a cuff is applied, apply 
and remove the cuff for each of at least ten repeated measurements on at least two different 
limb sizes. The deflation may be reset. 

Connect the calibrated reference manometer to the cuff by means of a T-piece. Connect the 
outpu t part of the calibrated reference manom eter to the recording unit. 

(3) Expression of results 

Determine the rate of pressure reduction (e.g. by graphical evaluation and drawing tangents) 
at the pressure values 8 kPa (60 mmHg), 16 kFa (120 mmHg) and 24 kPa (180 mmHg). 
Calculate the pressure reduction rate as the mean value calculated separately for the 
pressure values 8 kPa (60 mmHg), 16 kPa (120 mmHg) and 24 kPa (180 mmHg) and for the 
various limb circumferences. 

If the pressure reduction rates are dependent on the pulse, record the pulse rate. In this case, 
express the result as pressure reduction rate per pulse. 

8 Method of test for the rapid exhaust valve 

(1) Apparatus 

• two rigid vessels with capacities of 100 ml ± 5 % and 500 ml ± 5 %, respectively; 

• calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

• T-piece connector; 

• stopwatch. 

M- ■ 


(2) Procedure 




[^PTH~-en5~3(i)] 


WfTWBT; 


101 


Carry out the test with the 500 ml vessel in place of the cuff. For blood pressure measuring 
systems having the capability of measuring in a neonatal/infant mode and for devices 
measuring at the wrjst, cany out the test with the 100 ml vessel in place of the cuff. 

Connect the calibrated reference manometer by means of a T-piece to the pneumatic 
system. 

Inflate at least to the maximum pressure given in paragraph 6(5)(iii) s wait 60 seconds and 
activate the rapid exhaust valve. 

Measure the time between the pressure values specified in paragraph 6(5)(iii) using the 
stopwatch. 

(3) Expression of results 

Express the results as the measured exhaust times. 

9 Test method for the zero setting 

(1) Apparatus 

(1) rigid vessel with a capacity of 500 ml ± 5 %; 

(ii) calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

(iii) electro-mechanical pressure/suction pump; 

(iv) pressure generator, e;g. ball pump (hand pump) with deflation valve; 

(v) T-piece connectors; 

(vi) hoses. 

(2) Procedure and evaluation 

If, because of technical reasons, the test as described in this sub-clause cannot be performed, 
use an alternative test procedure specified by the manufacturer. 

To test the function of the zero setting, apply a pressure of + 0.8 kPa (+ 6 mmHg) and 
subsequently - 0.8 kPa (- 6 mmHg) to the pneumatic system and initiate a zero setting of 
the device. Ensure that all displayed pressure 

values have a systematic error of - 0.8 kPa (- 6 mmHg) and + 0.8 kPa (+ 6 mmHg), 
respectively. 

Before beginning the test, allow the blood pressure measuring system to reach working 
temperature. 

Set up the blood pressure measuring system to be tested as follows: 
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• replace the cuff with the 500 ml vessel; 

• insert the calibrated reference manometer into the pneumatic system by means of a T- 
piece connector; 

• insert the pressure/suction pump into the pneumatic system by means of a T-piece 
connector; 

• insert the pressure generator into the pneumatic system by means of a T-piece connector. 

Note: If convenient, one adjustable pump may be used in place of the pressure/suction pump 
and pressure generator to generate the pressures. 

Proceed in the following way: 

(a) Initiate a zero setting as described by the manufacturer. Set the blood pressure measuring 
system to the service mode, if available. Raise the pressure to 13 kPa (100 mmHg) 
immediately afterwards and record the displayed value. 

(b) Generate a constant gauge pressure of + 0.8 kPa (+ 6 mmHg) in the pneumatic system 
by using the pressure/suction pump at the moment of zero setting. During this period close 
the deflation valve of the device under test or close the hose to it, e.g. by pinching the hose 
tightly. Set the blood pressure measuring system to the service mode, if available. Raise the 
pressure to 13 kPa (100 mmHg) immediately afterwards. The zero setting is operating 
correctly if the displayed value decreases by 0.8 kPa (6 mmHg) compared to the value taken 

in (a). 

(c) Repeat(b) with a constant gauge pressure of - 0.8 kPa (- 6 mmHg) in the pneumatic 
system. Set the blood pressure measuring system to the service mode, if available. Raise the 
pressure to 13 kPa (100 mmHg) immediately afterwards. The zero setting is operating 
correctly if the displayed value increases by 0.8 kPa (6 mmHg) compared to the value taken 

in (a). 

10 Test method for the drift of the cuff pressure indication 
(1) General 

This -st applies for devices performing zero setting only immediately after switching on. 


(2) Apparatus 

• rigid vessel with a capacity of 500 ml ± 5 %; 

• calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

• stopwatch; 

• T-piece connectors; 

• patient simulator as described in paragraph 5(l)(i) of this Annexure. 
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(3) Procedure and evaluation 

Replace the cuff with the 500 ml vessel. Insert the calibrated reference manometer and the 
patient simulator into the pneumatic circuit by means of T-piece connectors. 

Before beginning the test, allow the blood pressure measuring system to reach operating 
temperature as described in the instructions for use. , 

Test the stability of the cuff pressure indication after the zero setting at a pressure value of 7 
kPa (50 mmHg) according to the procedure specified in paragraph 2 of this Annexure. 

Under the same environmental conditions determine the time (t i) until the change of the 
cuff pressure indication exceeds 0.1 kPa (1 mmHg). Switch off the device and switch on 
afterwards. Perform one blood pressure measurement and wait until the device has switched 
off automatically. Determine the time (t 2 ) between switching on and automatically 
switching off. The time (t 2 ) shall be less than or equal to the time (ti). 

11 Test method for the stability of the blood pressure determination 
(influence of temperature and humidity) 

(‘1) Apparatus 

(1) patient simulator as described in paragraph 5(1 )(i) of this Annexure. 

(ii) climatic chamber, capable of adjustment to an accuracy of 1 °C for the temperature and 
5 % for the relative humidity. 

(2) Procedure 

Carry out the testing of the signal processing by means of the patient simulator. For each of 
the following combinations of temperature and humidity, place the blood pressure 
measuring system for at least 3 h in the 
climatic chamber to allow the system to reach steady conditions: 

(i) 10 °C ambient temperature, 85 % relative humidity (non-condensing); 

(ii) 20 °C ambient temperature, 85 % relative humidity (non-condensing); 

(iii) 40 °C ambient temperature, 85 % relative humidity (non-condensing). 

For each combination of temperature and humidity, take 20 consecutive readings of the 
blood pressure measuring system under test. 

Place the blood pressure measuring system in the climatic chamber for at least 3 hours. At 
each combination of temperature and humidity switch on the blood pressure measuring 
system before starting the test. Wait until the warm up! time (described in the instructions 
for use) has elapsed, carry out the measurement (20 consecutive readings) and switch off the 
blood pressure measuring system afterwards. 
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(3) Expression of results 

Determine the mean value (systolic and diastolic values separately) of the 20 consecutive 
readings taken at each combination of temperature and humidity. 

Note; Because the testing of the influence of temperature and humidity for the signal 
processing cannot be separated from the temperature/humidity effect on the pressure 
transducer and the deviations originating from the simulator, both contributions should be 
taken into account for the evaluation of the test. 

12 Test methods for the stability of cuff pressure indication following prolonged usage 

(1) Procedure 

Carry out the test according to the procedure specified in paragraph 2 of this Annexure prior 
to prolonged usage. 

Perform 10 000 simulated measurement cycles with the complete'blood pressure 
measurement system at which at least the following cuff pressure values shall be reached: 

• adult mode: 20 kPa (150 mmHg); 

♦ neonatal/infant mode: 10 kPa (75 mmHg). 

Note 1: For devices which measure with the auscultatory and oscillometric method this test 
should be carried out for both modes. 

Note 2: For devices which measure in both modes (adult and neonatal/infant) the test should 
be carried out in both mtdes. 

(2) Expression of results 

Express the result as the difference between the cuff pressure indication before and after 10 
000 simulated blood pressure measurement cycles at the same test pressure and under the 
same environmental conditions. 

13 Test methods for the effect of external voltages and abnormal connections to the 
signal input/output ports 

(1) Apparatus 

• rigid vessel with a capacity of 500 ml ± 5 %; 

• calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

• T-piece connectors; 

• pressure generator, e.g. ball pump (hand pump) with deflation valve. 

(2) Procedure 

Replace the cuff with the 500 ml vessel, insert the calibrated reference manometer into the 
pneumatic system by means of a T-piece and proceed as follows. 

(i) Raise the pressure to 13 kPa (100 mmHg) and record the displayed value. 
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(ii) Repeat (i) whilst short circuiting all contacts of the signal input/output ports belonging 
to the non-invasive blood pressure measuring system. 


(iii) Repeat (i) whilst applying the maximum voltage specified by the manufacturer to each 
contact belonging to the non-invasive blood pressure measuring system. 

(3) Evaluation 

Compare the indicated value under (i) with the indicated values under (ii) and (iii). 

14 Test method for the cuff pressure deflation following an aborted 
measurement 

(1) Apparatus 

(1) calibrated reference manometer with an uncertainty less than 0.1 kPa (0.8 mmHg); 

(ii) T-pieee connectors. 

(2) Procedure and evaluation 

Insert the calibrated reference manometer into the pneumatic system by means of a T-piece. 

Start a blood pressure measurement. Abort the measurement during inflation. Start another 
measurement and abort it during the pressure reduction. If interval measurements are 
possible repeat the test in this mode. 

Check by visual inspection whether the rapid exhaust is activated.” 
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